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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 101
[Docket No. FDA-2000—-N-0011]

Uniform Compliance Date for Food
Labeling Regulations

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA or we) is
establishing January 1, 2016, as the
uniform compliance date for food
labeling regulations that are issued
between January 1, 2013, and December
31, 2014. We periodically announce
uniform compliance dates for new food
labeling requirements to minimize the
economic impact of label changes. On
December 15, 2010, we established
January 1, 2014, as the uniform
compliance date for food labeling
regulations issued between January 1,
2011, and December 31, 2012.

DATES: This rule is effective November
28, 2012. Submit electronic or written
comments by January 28, 2013.
ADDRESSES: You may submit comments,
identified by Docket No. FDA—2000-N—
0011, by any of the following methods:

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

Written Submissions

Submit written submissions in the
following ways:

e FFAX:301-827-6870.

e Mail/Hand delivery/Courier (for
paper or CD-ROM submissions):
Division of Dockets Management (HFA—

305), Food and Drug Administration,
5630 Fishers Lane, Rm. 1061, Rockville,
MD 20852.

Instructions: All submissions received
must include the Agency name and
Docket No. FDA-2000-N—0011 for this
rulemaking. All comments received may
be posted without change to http://
www.regulations.gov, including any
personal information provided. For
additional information on submitting
comments, see the “Comments” heading
of the SUPPLEMENTARY INFORMATION
section of this document.

Docket: For access to the docket to
read background documents or
comments received, go to http://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT: Paul
L. Ferrari, Center for Food Safety and
Applied Nutrition (HFS-24), Food and
Drug Administration, 5100 Paint Branch
Pkwy., College Park, MD 20740, 240—
402-1722.

SUPPLEMENTARY INFORMATION:

I. Background

FDA periodically issues regulations
requiring changes in the labeling of
food. If the effective dates of these
labeling changes were not coordinated,
the cumulative economic impact on the
food industry of having to respond
separately to each change would be
substantial. Therefore, we periodically
have announced uniform compliance
dates for new food labeling
requirements (see, e.g., the Federal
Register of October 19, 1984 (49 FR
41019); December 24, 1996 (61 FR
67710); December 27, 1996 (61 FR
68145); December 23, 1998 (63 FR
71015); November 20, 2000 (65 FR
69666); December 31, 2002 (67 FR
79851); December 21, 2006 (71 FR
76599); December 8, 2008 (73 FR
74349); and December 15, 2010 (75 FR
78155). Use of a uniform compliance
date provides for an orderly and
economical industry adjustment to new
labeling requirements by allowing
sufficient lead time to plan for the use
of existing label inventories and the
development of new labeling materials.
This policy serves consumers’ interests
as well because the cost of multiple

short-term label revisions that would
otherwise occur would likely be passed
on to consumers in the form of higher
prices.

We have determined under 21 CFR
25.30(k) that this action is of a type that
does not individually or cumulatively
have a significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

This final rule contains no collections
of information. Therefore, clearance by
the Office of Management and Budget
under the Paperwork Reduction Act of
1995 is not required.

We have examined the impacts of the
final rule under Executive Order 12866,
Executive Order 13563, the Regulatory
Flexibility Act (5 U.S.C. 601-612), and
the Unfunded Mandates Reform Act of
1995 (Pub. L. 104—4). Executive Orders
12866 and 13563 direct Agencies to
assess all costs and benefits of available
regulatory alternatives and, when
regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). We
believe that this final rule is not a
significant regulatory action under
Executive Order 12866.

The establishment of a uniform
compliance date does not in itself lead
to costs or benefits. We will assess the
costs and benefits of the uniform
compliance date in the regulatory
impact analyses of the labeling rules
that take effect at that date.

The Regulatory Flexibility Act
requires Agencies to analyze regulatory
options that would minimize any
significant economic impact of a rule on
small entities. Because the final rule
does not impose compliance costs on
small entities, FDA certifies that the
final rule will not have a significant
economic impact on a substantial
number of small entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that Agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
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or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $139
million, using the most current (2011)
Implicit Price Deflator for the Gross
Domestic Product. We do not expect
this final rule to result in any 1-year
expenditure that would meet or exceed
this amount.

We have analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. We have
determined that the rule does not
contain policies that have substantial
direct effects on the States, on the
relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly, we
have concluded that the rule does not
contain policies that have federalism
implications as defined in the Executive
Order and, consequently, a federalism
summary impact statement is not
required.

This action is not intended to change
existing requirements for compliance
dates contained in final rules published
before January 1, 2013. Therefore, all
final rules published by FDA in the
Federal Register before January 1, 2013,
will still go into effect on the date stated
in the respective final rule.

We generally encourage industry to
comply with new labeling regulations as
quickly as feasible, however. Thus,
when industry members voluntarily
change their labels, it is appropriate that
they incorporate any new requirements
that have been published as final
regulations up to that time.

In rulemaking that began with
publication of a proposed rule on April
15, 1996 (61 FR 16422), and ended with
a final rule on December 24, 1996, we
provided notice and an opportunity for
comment on the practice of establishing
uniform compliance dates by issuance
of a final rule announcing the date.
Receiving no comments objecting to this
practice, we find any further rulemaking
unnecessary for establishment of the
uniform compliance date. Nonetheless,
under 21 CFR 10.40(e)(1), we are
providing an opportunity for comment
on whether this uniform compliance
date should be modified or revoked.

The new uniform compliance date
will apply only to final FDA food
labeling regulations that require changes
in the labeling of food products and that
publish after January 1, 2013, and before
December 31, 2014. Those regulations
will specifically identify January 1,
2016, as their compliance date. All food
products subject to the January 1, 2016,
compliance date must comply with the
appropriate regulations when initially

introduced into interstate commerce on
or after January 1, 2016. If any food
labeling regulation involves special
circumstances that justify a compliance
date other than January 1, 2016, we will
determine for that regulation an
appropriate compliance date, which
will be specified when the final
regulation is published.

II. Comments

Interested persons may submit either
written comments regarding this
document to the Division of Dockets
Management (see ADDRESSES) or
electronic comments to http://
www.regulations.gov. It is only
necessary to send one set of comments.
Identify comments with the docket
number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday, and
will be posted to the docket at http://
www.regulations.gov.

Dated: November 20, 2012.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2012-28817 Filed 11-27-12; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 127

[Docket No. USCG-2011-0227]
RIN 1625-AB67
Reconsideration of Letters of

Recommendation for Waterfront
Facilities Handling LNG and LHG

AGENCY: Coast Guard, DHS.
ACTION: Final rule.

SUMMARY: This final rule clarifies the
role and purpose of the Letter of
Recommendation (LOR) issued by the
Coast Guard Captain of the Port
regarding the suitability of a waterway
for liquefied natural gas (LNG) or
liquefied hazardous gas (LHG) marine
traffic. It also establishes a separate
process for reconsideration of LORs by
the Coast Guard. The process applies
only to LORs issued after the effective
date of the rule.

DATES: This final rule is effective
December 28, 2012.

ADDRESSES: Comments and material
received from the public, as well as
documents mentioned in this preamble
as being available in the docket, are part

of docket USCG-2011-0227 and are
available for inspection or copying at
the Docket Management Facility (M-30),
U.S. Department of Transportation,
West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. You may also
find this docket on the Internet by going
to http://www.regulations.gov and
inserting “USCG-2011-0227"" in the
“Search” box.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Mr. Ken Smith (CG-OES-2), U.S.
Coast Guard; telephone (202) 372-1413,
email Ken.A.Smith@uscg.mil. If you
have questions on viewing the docket,
call Renee V. Wright, Program Manager,
Docket Operations, telephone (202)
366—9826.

SUPPLEMENTARY INFORMATION:

Table of Contents for Preamble

1. Abbreviations
II. Regulatory History
III. Basis and Purpose
IV. Background
V. Discussion of Comments and Changes
VI. Regulatory Analyses
A. Regulatory Planning and Review
B. Small Entities
C. Assistance for Small Entities
D. Collection of Information
E. Federalism
F. Unfunded Mandates Reform Act
G. Taking of Private Property
H. Civil Justice Reform
L. Protection of Children
J. Indian Tribal Governments
K. Energy Effects
L. Technical Standards
M. Environment

1. Abbreviations

APA  Administrative Procedure Act

CFR Code of Federal Regulations

COTP Captain of the Port

DHS Department of Homeland Security

FERC Federal Energy Regulatory
Commission

FR Federal Register

LHG Liquefied hazardous gas

LNG Liquefied natural gas

LOI Letter of Intent

LOR Letter of Recommendation

NEPA National Environmental Policy Act
of 1969

NPRM Notice of proposed rulemaking

Pub. L. Public Law

PWSA Ports and Waterways Safety Act of
1972, as amended

U.S.C. United States Code

II. Regulatory History

On December 16, 2011, we published
a notice of proposed rulemaking
(NPRM) entitled ‘“Reconsideration of
Letters of Recommendation for
Waterfront Facilities Handling LNG and
LHG” in the Federal Register (76 FR
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78188). We received two letters
commenting on the proposed rule. No

public meeting was requested and none
was held.

III. Basis and Purpose

Under existing regulations contained
in 33 CFR part 127, an owner or
operator intending to build a new
waterfront facility handling liquefied
natural gas (LNG) or liquefied hazardous
gas (LHG), or planning new construction
to expand or modify marine terminal
operations in an existing waterfront
facility that would result in an increase
in the size and/or frequency of LNG or
LHG marine traffic on the waterway
associated with the proposed facility or
modification to an existing facility, must
submit a Letter of Intent (LOI) to the
Captain of the Port (COTP) of the zone
in which the facility is or will be
located. The COTP then issues, to the
Federal, State, or local government
agencies having jurisdiction for siting,
construction, and operation of the
facility, a Letter of Recommendation
(LOR) as to the suitability of the
waterway for LNG or LHG marine traffic
related to the facility.

The Coast Guard issues LORs
pursuant to the authority of the Ports
and Waterways Safety Act of 1972, as
amended (PWSA) (33 U.S.C. 1221 et
seq.). Section 813 of the Coast Guard
Authorization Act of 2010 also directs
the Coast Guard to make a
recommendation to the Federal Energy
Regulatory Commission (FERC) as to the
suitability of marine traffic associated
with a proposed waterside LNG facility
(Pub. L. 111-281, 124 Stat. 2905, 2999)
(Oct. 15, 2010), and the LOR meets that
requirement. This rule clarifies the role
and purpose of the LOR, and establishes
a separate process for reconsideration of
LORs issued by the Coast Guard. This
clarification and establishment of a new
process are necessary because of
confusion caused in part by the past
practice of reconsidering LORs using the
appeals process set forth in 33 CFR
127.015. We issue this final rule under
the authority of the statutes already
described, as well as Department of
Homeland Security Delegation No.
0170.1 and 33 CFR subpart 1.05.

IV. Background

As described above, the Coast Guard
issues an LOR in response to an LOI
received from an owner or operator
intending to build a new waterfront
facility handling LNG or LHG, or
planning new construction to expand or
modify marine terminal operations in an
existing facility that would result in an
increase in the size and/or frequency of
LNG or LHG marine traffic on the

waterway associated with the proposed
facility or modification to an existing
facility. The LOR is intended to provide
an expert, unbiased recommendation as
to whether the waterway and port
infrastructure can safely and securely
support the anticipated marine traffic
associated with the new or modified
facility.

Prior to May 2010, the COTP issued
the LOR to the owner or operator of the
facility as well as to the State and local
government agencies with jurisdiction.
However, in 2010 the Coast Guard
changed that process in a final rule
updating the LOI and LOR regulations
(“Revision of LNG and LHG Waterfront
Facility General Requirements,” 75 FR
29420 (May 26, 2010)). Currently, the
Coast Guard issues the LOR to the
Federal, State, or local government
agency having jurisdiction for siting,
construction, and operation of the
waterfront facility (referred to in this
document as the “‘jurisdictional
agency”’), and sends a copy to the owner
or operator of the proposed facility. The
majority of recent LOR recipients have
been facilities handling LNG, and FERC
is the jurisdictional agency with
exclusive authority to approve or deny
an application for the siting,
construction, expansion, and operation
of an LNG terminal. FERC has
incorporated into its regulations the
Coast Guard’s requirement that the
facility owner or operator submit an LOI
(33 CFR 127.007), making submission of
the LOI to the Coast Guard a required
element of the facility owner or
operator’s application for FERC
approval (18 CFR 157.21(a)(1)).
Following the receipt of the facility
owner or operator’s LOI, the COTP
issues the LOR to FERC, as part of
FERC’s public comment and decision
making process, as a function of the
Coast Guard’s subject matter expertise
(33 CFR 127.009). Unlike the LOI, the
LOR is not a pre-filing or a permitting
requirement under FERC regulations,
and is not a required element of the
facility owner or operator’s application
to FERC. The LOR is the Coast Guard’s
“comment” on FERC’s proposed action.

Several issued LORs have invited the
recipient to request reconsideration of
the LOR pursuant to 33 CFR 127.015,
which provides that “[alny person
directly affected by an action taken
under this part may request
reconsideration by the Coast Guard
officer responsible for that action.” The
process set forth in § 127.015 is the
same that an owner or operator would
use to appeal agency actions described
elsewhere in Part 127, such as a COTP’s
Order to suspend operations. The use of
§127.015 to request reconsideration of

LORs, however, has led to confusion
about the nature and proper role of the
LOR. This is in part because use of the
words “action” and ‘““final agency
action” in §127.015 create confusion as
to whether the LOR is an agency action
for purposes of the Administrative
Procedure Act (APA) (5 U.S.C. 551 et
seq.). While we believe LORs should be
subject to internal Coast Guard review,
we did not intend to suggest that an
LOR is an agency action, or that the LOR
conveys a right or obligation.

As we explained in the NPRM, the
LOR is not an “agency action” as that
term is defined by the APA or
understood in the context of enforceable
legal actions. To constitute agency
action for purposes of the APA, an
activity must constitute, in whole or in
part, an agency rule, order, license,
sanction, relief, or the equivalent or
denial thereof, or failure to act (5 U.S.C.
551(13)). The LOR is none of these. The
LOR neither entitles nor forbids an
owner or operator to construct or
modify an LNG or LHG facility. The
Coast Guard has no authority to site or
license waterfront facilities handling
LNG or LHG. Rather, the Coast Guard
provides its LOR to an agency that does
have that authority—the jurisdictional
agency—to inform that agency’s review
of the siting, construction, or operation
of a facility. The LOR is a
recommendation, and is not legally
enforceable on or by any agency or
person, including the Coast Guard.

As discussed above, we believe that
some of the past confusion regarding the
nature of LORs stems from the Coast
Guard’s use of 33 CFR 127.015 for LOR
reconsiderations. The process in
§127.015 is designed for appeals of
agency actions taken under the
authority of Part 127, and using that
same process for internal
reconsideration of LORs inadvertently
caused confusion between the two. In
particular, § 127.015 applies to “[alny
person directly affected by an action
taken under this part,” and using that
language in reference to an
unenforceable recommendation is inapt.

The Coast Guard seeks to resolve the
resulting confusion and, further,
believes the process in § 127.015 is
inappropriately complicated and
lengthy in light of the LOR’s role as a
recommendation to another agency in
the context of that agency’s permitting

1The Coast Guard does take agency action with

respect to LNG and LHG facilities when it enforces
its rules addressing the operation, maintenance,
personnel training, firefighting, and security of the
marine transfer area of waterfront facilities that
handle LNG or LHG cargos, and when the COTP
issues an Order directing vessel operations. See the
detailed discussion in the NPRM (76 FR 78189).
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process. The LOR is intended to inform
the jurisdictional agency’s process, and
therefore should be available to the
jurisdictional agency early in that
process. A reconsideration process that
results in revisions to the LOR after the
jurisdictional agency’s decision does not
serve the purpose of the LOR.

V. Discussion of Comments and
Changes

The Coast Guard received two letters
commenting on this proposed
rulemaking: one from the Attorney
General for the State of Rhode Island,
and one from the Rhode Island
Department of Environmental
Management. Both commenters
expressed the opinion that issuance of
an LOR constitutes an agency action
under the APA, and one expressed the
opinion that the issuance of an LOR is
a major federal action that triggers the
environmental impact analysis
requirements of the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370h). The
Coast Guard disagrees with these
comments.

Pursuant to the Natural Gas Act, as
amended, FERC possesses the exclusive
authority to approve or deny an
application for the siting, construction,
expansion, and operation of a waterfront
LNG facility (see 15 U.S.C. 717b(e)).
Similarly, for proposals to site,
construct, expand, or operate a
waterfront LHG facility, the agency with
jurisdiction (Federal, State, or local)
over the project possesses approval
authority. The agency with jurisdiction
over the proposed action of siting,
constructing, or operating the waterfront
LNG or LHG facility serves as the lead
agency responsible for complying with
the applicable environmental review
requirements.

Issuance of an LOR is not an “‘action”
by the Coast Guard under the APA or
NEPA. The LOR is not the functional
equivalent of a permit or a form of
permission that substantively affects a
license, nor is it a “‘determination” that
can be enforced. The Coast Guard has
no jurisdiction to authorize the siting,
construction, and operation of
waterfront LNG and LHG facilities.
Jurisdictional agencies, such as FERGC,
are not required to issue or deny a
license or other authorization based on
the recommendations contained in an
LOR, or impose any recommended
mitigation measures as terms of the
authorization, even where the LOR is
required. The Coast Guard has no
authority over the content of the
jurisidictional agency’s license or
permit. Although the Coast Guard is
required to provide recommendations to

FERC under section 813 of the Coast
Guard Authorization Act of 2010, (Pub.
L. 111-281, 124 Stat. 2905, 2999 (Oct.
15, 2010)), FERC is not prohibited from
issuing an order without having
received a Coast Guard
recommendation. For these reasons, the
LOR does not “substantively affect”” a
license or licensing process as suggested
by the commenters. The LOR merely
provides information for the
jurisdictional agency to consider in its
own deliberative process.

Furthermore, issuing an LOR neither
authorizes nor prohibits vessel transit to
or from the LNG or LHG facility. If
safety or security concerns prompted
the Coast Guard to address vessel
operations near the facility, the Coast
Guard Captain of the Port (COTP) would
do so in a COTP order; that COTP order
would be issued pursuant to specific
authority granted by the Ports and
Waterways Safety Act (PWSA) (33
U.S.C. 1221 et seq.) that is wholly
independent of, and does not rely on or
enforce, an LOR. To interpret the LOR
as a Federal agency action under the
APA would impermissibly detract from
the jurisdictional agency’s authority to
license the siting, construction, and
operation of LNG and LHG waterfront
facilities.

Issuing an LOR is not a major Federal
action that triggers an independent duty
to prepare an environmental impact
analysis under NEPA. NEPA requires
FERGC, as the responsible official for the
permitting process, to consult with
agencies that have special expertise
with respect to any environmental
impact involved (42 U.S.C. 4332(C)).
There is no requirement, however, that
the agency consulted prepare a separate
environmental impact statement (42
U.S.C. 4332; see also 40 CFR 1501.5).
The Coast Guard, as an agency with
subject matter expertise in matters
affecting the safety and security of the
waterway, serves as a cooperating
agency to the jurisdictional agency (see
40 CFR 1501.6). In this role as a
cooperating agency, and in accordance
with 33 CFR Part 127, the Coast Guard
makes its recommendation as to the
suitability of the waterway to the
Federal, State, or local government
agency with jurisdiction. This
recommendation, communicated in the
LOR, is a document to be used in the
jurisdictional agency’s permitting
process. There is no requirement that it
independently comply with NEPA or
other environmental compliance
statutes.

For the reasons explained above, the
LOR is not an “agency action” under the
APA or a major Federal action under
NEPA. The Coast Guard has made no

change to the proposed rule in response
to the comments received.

The Coast Guard did change the rule
by adding the words “Indian tribal
government” to the list of entities that
may request reconsideration of the LOR
pursuant to the revised § 127.009(c),
with conforming changes in revised
§127.009(d). As we explained in our
NPRM, new § 127.009(c) is intended to
provide opportunity for additional
discussion with governmental entities
in the vicinity of the facility who may
have unique information about the
safety and security of the waterway (76
FR 78190). In our NPRM we provided
notice and opportunity for public
comment on this optional participation
of local government entities in the
reconsideration process. Like State and
local governments, Indian tribal
governments in the vicinity of a facility
may be able to provide unique
information regarding safety and
security issues affecting the suitability
of certain waterways, and logically
would be included among the entities
that may choose to request
reconsideration. Adding Indian tribal
governments to the list of entities will
avoid any ambiguity as to their
inclusion, and does not alter the intent
or expected effect of the rule.

Separately, the Coast Guard slightly
reworded new § 127.010(c)(1) for clarity.
Both changes are nonsubstantive
clarifications for which prior notice and
public comment is unnecessary under 5
U.S.C. 553(b)(B).

VI. Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on these statutes or executive
orders.

A. Regulatory Planning and Review

Executive Orders 12866 (‘Regulatory
Planning and Review”) and 13563
(“Improving Regulation and Regulatory
Review”’) direct agencies to assess the
costs and benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts, and
equity). Executive Order 13563
emphasizes the importance of
quantifying both costs and benefits, of
reducing costs, of harmonizing rules,
and of promoting flexibility. This final
rule has not been designated a
“significant regulatory action” under
section 3(f) of Executive Order 12866.
Accordingly, the final rule has not been
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reviewed by the Office of Management
and Budget.

We received no public comments
from industry and we received no
additional information or data that
would alter our assessment of the
NPRM. Therefore, we adopt the
Preliminary Regulatory Analysis for the
NPRM as final. A summary of the
analysis follows:

This rule clarifies the role and
purpose of the LORs issued by the Coast
Guard COTP regarding the suitability of
a waterway for LNG or LHG marine
traffic. It also provides a separate
process for LOR reconsideration for
facility owners or operators and State,
local, or Indian tribal government in the
vicinity of the facility. If an LNG or LHG
facility owner or operator or State, local,
or Indian tribal government were to seek
reconsideration of an LOR, a written
request would be sent to the COTP who
issued the LOR, and a copy would be
sent to the jurisdictional agency. The
process applies only to LORs issued
after the effective date of the rule.

We do not expect this rule to impose
new regulatory costs on the LNG/LHG
industry because an LNG or LHG facility
owner or operator and State, local, or
Indian tribal government in the vicinity
of the facility will only request
reconsideration if it does not agree with
the recommendation. The option to
request reconsideration of an LOR has
been an industry practice for several
years. Since 2007, there has been an
average of about three requests for
reconsiderations annually. As
previously discussed, this rule replaces
the existing process for reconsideration
with the process in new §127.010, and
applies to new LORs issued after the
effective date of the rule, not to LORs
already issued. For these reasons, no
change in either the burden or the
frequency of requests is projected as a
result of this rulemaking. Although
market conditions may change in the
future, the Coast Guard does not have
any data to indicate the receipt of new
requests for reconsideration of LORs
within the foreseeable future.

B. Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term ““small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000. The
Coast Guard received no comments from

the Small Business Administration on
this rule.

Large corporations own the existing
waterfront LNG facilities, and we expect
this type of ownership to continue in
the future. This type of ownership also
exists for the approximately 159 LHG
facilities operating in the United States.
In addition, as stated above, the Coast
Guard does not expect a change in
either the burden or the frequency of
requests as a result of this rulemaking.
Therefore, the Coast Guard certifies
under 5 U.S.C. 605(b) that this final rule
will not have a significant economic
impact on a substantial number of small
entities.

C. Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offered to assist small entities in
understanding the rule so that they
could better evaluate its effects on them
and participate in the rulemaking. The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG-FAIR (1 (888) 734-3247).

D. Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

E. Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. We have
analyzed this rule under that Order and
have determined that it does not have
implications for federalism.

F. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In

particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

G. Taking of Private Property

This rule will not cause a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

H. Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

L Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

J. Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments. This
rule does give Indian tribal governments
in the vicinity of the facility the option
to request reconsideration of Coast
Guard LORs for that facility, but it does
not have a substantial direct effect on
one or more Indian tribes, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes.

K. Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
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require a Statement of Energy Effects
under Executive Order 13211.

L. Technical Standards

The National Technology Transfer
and Advancement Act (15 U.S.C. 272
note) directs agencies to use voluntary
consensus standards in their regulatory
activities unless the agency provides
Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with

applicable law or otherwise impractical.

Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

M. Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—-01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA)(42 U.S.C. 4321-4370h), and
have concluded that this action is one
of a category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves
creating a separate process for
reconsideration of LORs and is
categorically excluded under section
2.B.2, figure 2—1, paragraph (34)(a) of
the Instruction, which includes
regulations that are editorial or
procedural, such as those updating
addresses or establishing application
procedures. An environmental analysis
checklist and a categorical exclusion
determination are available in the
docket where indicated under the
ADDRESSES section of this preamble.

List of Subjects in 33 CFR Part 127

Fire prevention, Harbors, Hazardous
substances, Natural gas, Reporting and
recordkeeping requirements, Security
measures.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 127 as follows:

PART 127—WATERFRONT FACILITIES
HANDLING LIQUEFIED NATURAL GAS
AND LIQUEFIED HAZARDOUS GAS

m 1. The authority citation for part 127
continues to read as follows:

Authority: 33 U.S.C. 1231; 46 U.S.C.
Chapter 701; Department of Homeland
Security Delegation No. 0170.1.

m 2. Revise § 127.009 to read as follows:

§127.009 Letter of recommendation.

(a) After the COTP receives the Letter
of Intent under §127.007(a) or (b), the
COTP issues a Letter of
Recommendation (LOR) as to the
suitability of the waterway for LNG or
LHG marine traffic to the Federal, State,
or local government agencies having
jurisdiction for siting, construction, and
operation, and, at the same time, sends
a copy to the owner or operator, based
on the—

(1) Information submitted under
§127.007;

(2) Density and character of marine
traffic in the waterway;

(3) Locks, bridges, or other man-made
obstructions in the waterway;

(4) Following factors adjacent to the
facilitysuch as—

(i) Depths of the water;

(ii) Tidal range;

(iii) Protection from high seas;

(iv) Natural hazards, including reefs,
rocks, and sandbars;

(v) Underwater pipelines and cables;

(vi) Distance of berthed vessel from
the channel and the width of the
channel; and

(5) Any other issues affecting the
safety and security of the waterway and
considered relevant by the Captain of
the Port.

(b) An LOR issued under this section
is a recommendation from the COTP to
the agency having jurisdiction as
described in paragraph (a), and does not
constitute agency action for the
purposes of § 127.015 or the
Administrative Procedure Act (5 U.S.C.
551 et seq.).

(c) The owner or operator, or a State,
local, or Indian tribal government in the
vicinity of the facility, may request
reconsideration as set forth in §127.010.

(d) Persons other than the owner or
operator, or State, local, or Indian tribal
government in the vicinity of the
facility, may comment on the LOR by
submitting comments and relevant
information to the agency having
jurisdiction, as described in paragraph
(a), for that agency’s consideration in its
permitting process.

(e) Paragraphs (c) and (d) of this
section apply to LORs issued after
December 28, 2012. For LORs issued

prior to that date, persons requesting
reconsideration must follow the process
set forth in § 127.015.

m 3. Add §127.010 to read as follows:

§127.010 Reconsideration of the Letter of
Recommendation.

(a) A person requesting
reconsideration pursuant to § 127.009(c)
must submit a written request to the
Captain of the Port (COTP) who issued
the Letter of Recommendation (LOR),
and send a copy of the request to the
agency to which the LOR was issued.
The request must explain why the COTP
should reconsider his or her
recommendation.

(b) In response to a request described
in paragraph (a) of this section, the
COTP will do one of the following—

(1) Send a written confirmation of the
LOR to the agency to which the LOR
was issued, with copies to the person
making the request and the owner or
operator; or

(2) Revise the LOR, and send the
revised LOR to the agency to which the
original LOR was issued, with copies to
the person making the request and the
owner or operator.

(c) A person whose request for
reconsideration results in a
confirmation as described in paragraph
(b)(1) of this section, and who is not
satisfied with that outcome, may
request, in writing, the opinion of the
District Commander of the district in
which the LOR was issued.

(1) The request must explain why the
person believes the District Commander
should instruct the COTP to reconsider
his or her recommendation.

(2) A person making a request under
paragraph (c) of this section must send
a copy of the request to the agency to
which the LOR was issued.

(3) In response to the request
described in this paragraph (c), the
District Commander will do one of the
following—

(i) Send a written confirmation of the
LOR to the agency to which the LOR
was issued, with copies to the person
making the request, the owner or
operator, and the COTP; or

(ii) Instruct the COTP to reconsider
the LOR, and send written notification
of that instruction to the agency to
which the original LOR was issued,
with copies to the person making the
request and the owner or operator.

(d) The District Commander’s written
confirmation described in paragraph
(c)(3)(1) of this section ends the
reconsideration process with respect to
that specific request for reconsideration.
If the COTP issues an LOR pursuant to
paragraph (b)(2) or (c)(3)(ii) of this
section, persons described in
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§127.009(c) may request
reconsideration of that revised LOR
using the process beginning in
paragraph (a) of this section.

Dated: November 14, 2012.
J.G. Lantz,

Director of Commercial Regulations and
Standards, U.S. Coast Guard.

[FR Doc. 2012-28794 Filed 11-27-12; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG—2012-0945]
RIN 1625-AA00

Safety Zone; Bay Bridge Construction,
San Francisco Bay, San Francisco, CA

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone in
the navigable waters of the San
Francisco Bay near Yerba Buena Island,
CA in support of the Bay Bridge
Construction Safety Zone from
November 1, 2012 through July 31,
2013. This safety zone is being
established to protect mariners
transiting the area from the dangers
associated with over-head construction
operations. Unauthorized persons or
vessels are prohibited from entering
into, transiting through, or remaining in
the safety zone without permission of
the Captain of the Port or their
designated representative.

DATES: This rule is effective with actual
notice from 12:01 a.m. on November 1,
2012 through November 28, 2012. This
rule is effective in the Federal Register
from November 28, 2012 until 11:59
p.-m. on July 31, 2013.

ADDRESSES: Documents mentioned in
this preamble are part of docket USCG—
2012-0945. To view documents
mentioned in this preamble as being
available in the docket, go to http://
www.regulations.gov, type the docket
number in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rulemaking. You may also visit the
Docket Management Facility in Room
W12-140 on the ground floor of the
Department of Transportation West
Building, 1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call or email Ensign William
Hawn, U.S. Coast Guard Sector San
Francisco; telephone (415) 399-7442 or
email at D11-PF-
MarineEvents@uscg.mil. If you have
questions on viewing the docket, call
Renee V. Wright, Program Manager,
Docket Operations, telephone (202)
366—-9826.

SUPPLEMENTARY INFORMATION:
Table of Acronyms

DHS Department of Homeland Security
FR Federal Register
NPRM Notice of Proposed Rulemaking

A. Regulatory History and Information

The Coast Guard is issuing this final
rule without prior notice and
opportunity to comment pursuant to
authority under section 4(a) of the
Administrative Procedure Act (APA) (5
U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.”

Under 5 U.S.C. 553(b)(B), the Coast
Guard finds that good cause exists for
not publishing a notice of proposed
rulemaking (NPRM) with respect to this
rule because publishing an NPRM
would be impracticable. The Coast
Guard received notification of the load
transfer operations on September 25,
2012 and the event would occur before
the rulemaking process would be
completed. Because of the dangers
posed by over-head construction of the
Bay Bridge, the safety zone is necessary
to provide for the safety of mariners
transiting the area.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. For the reasons stated above,
delaying the effective date would be
impracticable.

B. Basis and Purpose

The legal basis for the proposed
temporary rule is the Ports and
Waterways Safety Act which authorizes
the Coast Guard to establish safety zones
(33 U.S.C. 1221 et seq.).

CALTRANS will sponsor the Bay
Bridge Construction Safety Zone on
November 1, 2012 through July 31,
2013, in the navigable waters of the San
Francisco Bay near Yerba Buena Island,
CA. Construction is scheduled to take
place from 12:01 a.m. on November 1,
2012 until 11:59 p.m. on July 31, 2013.
Upon commencement of the over-head

construction for the Self-Anchored
Suspension Span, the safety zone will
encompass the navigable waters of the
San Francisco Bay within a box
connected by the following points:
37°49'06” N, 122°21’17” W; 37°49°01” N,
122°21'12” W; 37°48’48” N, 122°21’35”
W; 37°48’53” N, 122°21°40” W (NAD 83).
The construction is necessary to
facilitate the completion of the Bay
Bridge project. The Bay Bridge is
constructed using a self-anchoring
suspension system that requires
frequent installation and removal of
false work on and around the bridge. A
safety zone is needed to establish a
temporary limited access area on the
waters surrounding the load transfer
operation. A safety zone is necessary to
protect mariners transiting the area from
the dangers associated with the
construction of the Bay Bridge Self-
Anchoring Suspension Span.

C. Discussion of the Final Rule

The Coast Guard is establishing a
safety zone in navigable waters around
and under the Bay Bridge within a box
connected by the following points:
37°49°06” N, 122°21"17” W; 37°49°01” N,
122°21'12” W; 37°48’48” N, 122°21’35”
W; 37°48’53” N, 122°21°40” W (NAD 83)
during construction operations.
Construction on the Self-Anchoring
Suspension Span is scheduled to take
place from 12:01 a.m. on November 1,
2012 until 11:59 p.m. on July 31, 2013.
At the conclusion of the construction
operations the safety zone shall
terminate. The Captain of the Port San
Francisco (COTP) will notify the
maritime community of periods during
which this zone will be enforced via
Broadcast Notice to Mariners in
accordance with 33 CFR 165.7.

The effect of the temporary safety
zone will be to restrict navigation in the
vicinity of the construction operations.
Except for persons or vessels authorized
by the Coast Guard Patrol Commander,
no person or vessel may enter or remain
in the restricted area.

D. Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes and
executive orders.

1. Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, as supplemented
by Executive Order 13563, Improving
Regulation and Regulatory Review, and
does not require an assessment of
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potential costs and benefits under
section 6(a)(3) of that Executive Order
12866 or under section 1 of Executive
Order 13563. The Office of Management
and Budget has not reviewed it under
those Orders.

We expect the economic impact of
this rule does not rise to the level of
necessitating a full Regulatory
Evaluation. The safety zone is limited in
duration, and is limited to a narrowly
tailored geographic area. In addition,
although this rule restricts access to the
waters encompassed by the safety zone,
the effect of this rule will not be
significant because the local waterway
users will be notified via public
Broadcast Notice to Mariners to ensure
the safety zone will result in minimum
impact. The entities most likely to be
affected are waterfront facilities,
commercial vessels, and pleasure craft
engaged in recreational activities.

2. Impact on Small Entities

The Regulatory Flexibility Act of 1980
(RFA), 5 U.S.C. 601-612, as amended,
requires federal agencies to consider the
potential impact of regulations on small
entities during rulemaking. The term
“small entities”” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard certifies under 5 U.S.C.
605(b) that this rule will not have a
significant economic impact on a
substantial number of small entities.
This rule may affect the following
entities, some of which may be small
entities: O wners and operators of
waterfront facilities, commercial
vessels, and pleasure craft engaged in
recreational activities and sightseeing, if
these facilities or vessels are in the
vicinity of the safety zone at times when
this zone is being enforced. This rule
will not have a significant economic
impact on a substantial number of small
entities for the following reasons: (i)
This rule will encompass only a small
portion of the waterway for a limited
period of time, (ii) vessel traffic can
transit safely around the safety zone,
and (iii) the maritime public will be
advised in advance of this safety zone
via Broadcast Notice to Mariners.

3. Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Public Law 104—
121), we want to assist small entities in
understanding this rule. If the rule
would affect your small business,
organization, or governmental
jurisdiction and you have questions

concerning its provisions or options for
compliance, please contact the person
listed in the FOR FURTHER INFORMATION
CONTACT, above.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG-FAIR (1-888-734-3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

4. Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

5. Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. We have
analyzed this rule under that Order and
have determined that it does not have
implications for federalism.

6. Protest Activities

The Coast Guard respects the First
Amendment rights of protesters.
Protesters are asked to contact the
person listed in the FOR FURTHER
INFORMATION CONTACT section to
coordinate protest activities so that your
message can be received without
jeopardizing the safety or security of
people, places or vessels.

7. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

8. Taking of Private Property

This rule will not cause a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

9. Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

10. Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

11. Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

12. Energy Effects

This action is not a “significant
energy action” under Executive Order
13211, Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use.

13. Technical Standards

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

14. Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—-01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have determined that this action is one
of a category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves a safety
zone of limited size and duration. This
rule is categorically excluded from
further review under paragraph 34(g) of
Figure 2—1 of the Commandant
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Instruction. An environmental analysis
checklist supporting this determination
and a Categorical Exclusion
Determination are available in the
docket where indicated under
ADDRESSES. We seek any comments or
information that may lead to the
discovery of a significant environmental
impact from this rule.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures, and
Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.
Chapter 701, 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1, 6.04-1, 6.04—6, and 160.5;
Pub. L. 107-295, 116 Stat. 2064; Department
of Homeland Security Delegation No. 0170.1.

m 2. Add § 165.T11-534 to read as
follows:

§165.T11-534 Safety zone; Bay Bridge
Construction, San Francisco Bay, San
Francisco, CA.

(a) Location. This temporary safety
zone is established in the navigable
waters of the San Francisco Bay near
Yerba Buena Island, California as
depicted in National Oceanic and
Atmospheric Administration (NOAA)
Chart 18650. The safety zone will
encompass the navigable waters of the
San Francisco Bay within a box
connected by the following points:
37°49°06” N, 122°21"17” W; 37°49°01” N,
122°21'12” W; 37°48’48” N, 122°2135”
W; 37°48’53” N, 122°21°40” W (NAD 83).

(b) Enforcement Period. The zone
described in paragraph (a) of this
section will be in effect from 12:01 a.m.
on November 1, 2012 until 11:59 p.m.
on July 31, 2013. The Captain of the Port
San Francisco (COTP) will notify the
maritime community of periods during
which this zone will be enforced via
Broadcast Notice to Mariners in
accordance with 33 CFR 165.7.

(c) Definitions. As used in this
section, “designated representative”
means a Coast Guard Patrol
Commander, including a Coast Guard
coxswain, petty officer, or other officer
on a Coast Guard vessel or a Federal,
State, or local officer designated by or
assisting the COTP in the enforcement
of the safety zone.

(d) Regulations. (1) Under the general
regulations in 33 CFR part 165, Subpart

C, entry into, transiting or anchoring
within this safety zone is prohibited
unless authorized by the COTP or a
designated representative.

(2) The safety zone is closed to all
vessel traffic, except as may be
permitted by the COTP or a designated
representative.

(3) Vessel operators desiring to enter
or operate within the safety zone must
contact the COTP or a designated
representative to obtain permission to
do so. Vessel operators given permission
to enter or operate in the safety zone
must comply with all directions given to
them by the COTP or a designated
representative. Persons and vessels may
request permission to enter the safety
zone on VHF-23A or through the 24-
hour Command Center at telephone
(415) 399-3547.

Dated: November 2, 2012.
Cynthia L. Stowe,

Captain, U.S. Coast Guard, Acting, Captain
of the Port San Francisco.

[FR Doc. 2012—-28792 Filed 11-27-12; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF VETERANS
AFFAIRS

38 CFR Part 17
RIN 2900-A047

Authorization for Non-VA Medical
Services

AGENCY: Department of Veterans Affairs.
ACTION: Direct final rule.

SUMMARY: The Department of Veterans
Affairs (VA) is taking direct final action
to amend its regulation governing
payment by VA for non-VA outpatient
care under VA’s statutory authority to
provide non-VA care. Under this
authority, VA may contract for certain
hospital care (inpatient care) and
medical services (outpatient care) for
eligible veterans when VA facilities are
not capable of providing such services
due to geographical inaccessibility or
are not capable of providing the services
needed. This amendment revises VA’s
existing regulation in accordance with
statutory authority to remove a
limitation on which veterans are eligible
for medical services under this
authority.

DATES: This final rule is effective on
January 28, 2013, without further notice,
unless VA receives a significant adverse
comment by December 28, 2012.
ADDRESSES: Written comments may be
submitted through
www.Regulations.gov; by mail or hand-
delivery to the Director, Regulation

Policy and Management (02REG),
Department of Veterans Affairs, 810
Vermont Ave. NW., Room 1068,
Washington, DC 20420; or by fax to
(202) 273—9026. This is not a toll-free
number. Comments should indicate that
they are submitted in response to “RIN
2900-A047—Authorization for Non-VA
Medical Services.”” Copies of comments
received will be available for public
inspection in the Office of Regulation
Policy and Management, Room 1068,
between the hours of 8:00 a.m. and 4:30
p-m., Monday through Friday (except
holidays). Please call (202) 461-4902 for
an appointment. This is not a toll-free
number. In addition, during the
comment period, comments may be
viewed online through the Federal
Docket Management System (FDMS) at
www.Regulations.gov.

FOR FURTHER INFORMATION CONTACT: Lisa
Brown, Chief, Policy Management
Department, Department of Veterans
Affairs, Chief Business Office,
Purchased Care, 3773 Cherry Creek
North Drive, Suite 450, Denver, CO
80209 at (303) 331-7829. This is not a
toll-free number.

SUPPLEMENTARY INFORMATION:

Over the past two decades, the
healthcare industry has increasingly
emphasized providing care in the least
restrictive environment. Care that was
provided in hospitals is now provided
with a full range of outpatient and
ambulatory care options previously
unavailable. VA has adopted this trend
toward outpatient and ambulatory care
and, whenever possible, provides
treatment options to veterans in these
less restrictive modes of healthcare
delivery. Although VA has made great
strides to expand the delivery of
healthcare to veterans, VA is, like the
rest of the healthcare industry,
economically unable to provide all
possible services at all VA-operated
venues of care. VA addresses this in part
by authorizing non-VA care when
necessary to meet the veteran’s plan of
care.

VA uses the authority in 38 U.S.C.
1703 to provide certain hospital care
and medical services to eligible veterans
when VA facilities are not capable of
providing such services due to
geographical inaccessibility or are not
capable of providing the services
needed, ensuring the continuity of care
for the patient and the maximization of
healthcare resources. VA may use this
authority to provide needed non-VA
care using community resources, such
as private physicians or community
hospitals. Care provided under VA’s
authority in 38 U.S.C. 1703 is usually
referred to as the Non-VA Care program.
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Non-VA care enables VA to maximize
resources and available options for
patient care at the local level, providing
care in the least restrictive mode
possible and closer to the patient’s
home.

Public Law 104-262, 104(b)(2)(B)
amended 38 U.S.C. 1703(a)(2)(B) to
expand VA’s authority to provide non-
VA medical services under the non-VA
care authority. As amended, the law
authorizes VA to provide such medical
services for a veteran who has been
furnished hospital care, nursing home
care, domiciliary care, or medical
services and who requires medical
services to complete treatment incident
to such care or services.

At present, 38 CFR 17.52(a)(2)(ii)
provides that “[a] veteran who has
received VA inpatient care for treatment
of nonservice-connected conditions for
which treatment was begun during the
period of inpatient care” is eligible for
non-VA medical services under the non-
VA care authority. The existing VA
regulation does not reflect the
amendment made by Public Law 104—
262 to 38 U.S.C. 1703(a)(2)(B). This VA
regulation thus does not permit VA to
complete a veteran’s treatment through
non-VA providers under the non-VA
care authority unless the VA treatment
was begun during a period of
hospitalization.

VA is amending its regulation at 38
CFR 17.52(a)(2)(ii) to reflect the current
statutory authority found at 38 U.S.C.
1703(a)(2)(B). In doing so, VA will
increase the availability of care in areas
where VA cannot directly provide the
care. Paragraph (a)(2)(ii) of this revised
regulation provides that veterans who
have been furnished hospital care,
nursing home care, domiciliary care, or
medical services, and who require
medical services to complete treatment
incident to such care or services, are
eligible for non-VA medical services
under the non-VA care authority. By
expanding veterans’ eligibility for non-
VA care, VA will be able to better utilize
resources and enhance patient care at
the local level. This regulation will give
VA greater flexibility to refer patients
for care in the least restrictive and most
convenient setting.

This revision to §17.52(a)(2)(ii)
clarifies the time period during which
veterans are eligible to receive non-VA
care to complete their treatments.
Currently, § 17.52(a)(2)(ii) states that the
non-VA care treatment period, which
includes “care furnished in both
facilities of VA and non-VA facilities or
any combination of such modes of
care,” is limited to no more than 12
months after the veteran is discharged
from the hospital, unless VA determines

that the veteran requires continued non-
VA care “by virtue of the disabilities
being treated.” This revision clarifies
that each authorization for non-VA care
needed to complete treatment may
continue for up to 12 months, and that
VA may issue new authorizations as
needed. The requirement to issue a new
authorization gives VA an opportunity
to determine whether non-VA care
continues to be the appropriate means
of providing the veteran’s treatment.

We note that this amendment only
affects the eligibility of certain veterans
for medical services provided by a non-
VA provider under the non-VA care
authority in 38 U.S.C. 1703; this
amendment does not require providers
outside of VA to accept VA patients. We
also note that this amendment does not
affect other provisions in this regulation
that specify veterans’ eligibility for non-
VA care.

Administrative Procedure Act

VA believes this rule is non-
controversial, anticipates that this rule
will not result in any significant adverse
comment and, therefore, is issuing this
regulatory amendment as a direct final
rule. Previous actions of this nature,
which remove restrictions on VA
medical benefits to improve health
outcomes, have not been controversial
and have not resulted in significant
adverse comments or objections.
However, in the ‘“Proposed Rules”
section of the Federal Register, VA is
publishing a separate, substantially
identical proposed rule that will serve
as a proposal for the provisions in this
direct final rule in the event that any
significant adverse comment is received
by VA. (See RIN 2900-A046.)

For purposes of the direct final
rulemaking, a significant adverse
comment is one that explains why the
rule would be inappropriate, including
challenges to the rule’s underlying
premise or approach, or why it would
be ineffective or unacceptable without
change. If VA receives a significant
adverse comment, VA will publish a
notice of receipt of a significant adverse
comment in the Federal Register and
withdraw the direct final rule. In
determining whether an adverse
comment is significant and warrants
withdrawing a direct final rule, we will
consider whether the comment raises an
issue serious enough to warrant a
substantive response in a notice-and-
comment process in accordance with
section 553 of the Administrative
Procedure Act (5 U.S.C. 553). Comments
that are frivolous, insubstantial, or
outside the scope of the rule will not be
considered adverse under this
procedure. For example, a comment

recommending an additional change to
the rule will not be considered a
significant comment unless the
comment states why the rule would be
ineffective or unacceptable without the
additional change.

Under direct final rule procedures, if
no significant adverse comment is
received within the comment period,
this rule will become effective on the
date specified above. After the close of
the comment period, VA will publish a
document in the Federal Register
indicating that VA received no
significant adverse comment and
restating the date on which the final
rule will become effective. VA will also
publish a notice in the Federal Register
withdrawing the proposed rule, RIN
2900—-A046.

In the event that VA withdraws the
direct final rule because of receipt of
any significant adverse comment, VA
will proceed with the rulemaking by
addressing the comments received and
publishing a final rule. The comment
period for the proposed rule runs
concurrently with that of the direct final
rule. VA will treat any comments
received in response to the direct final
rule as comments regarding the
proposed rule. VA will consider such
comments in developing a subsequent
final rule. Likewise, VA will consider
any significant adverse comment
received in response to the proposed
rule as a comment regarding the direct
final rule. VA has determined that it is
not necessary to provide a 60-day
comment period for this rulemaking that
would merely align a current regulation
with existing statutory authority and
make a minor modification concerning
determination of the time period during
which veterans are eligible to receive
non-VA care to complete their
treatments. VA has instead specified
that comments must be received within
30 days of publication in the Federal
Register.

Effect of Rulemaking

Title 38 of the Code of Federal
Regulations, as revised by this
rulemaking, represents VA’s
implementation of its legal authority on
this subject. Other than future
amendments to this regulation or
governing statutes, no contrary guidance
or procedures are authorized. All
existing or subsequent VA guidance
must be read to conform with this
rulemaking if possible or, if not
possible, such guidance is superseded
by this rulemaking.

Paperwork Reduction Act

This final rule contains no provisions
constituting a collection of information
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under the Paperwork Reduction Act of
1995 (44 U.S.C. 3501-3521).

Regulatory Flexibility Act

The Secretary hereby certifies that
this regulatory amendment will not
have a significant economic impact on
a substantial number of small entities as
defined in the Regulatory Flexibility
Act, 5 U.S.C. 601-612. This rule affects
only VA beneficiaries and does not
affect a substantial number of small
entities. Because this rule updates an
existing regulation to make it consistent
with existing statutory authority and
reflect current and long-standing VA
practices, VA anticipates no additional
expenditures or actions as a result of
this rule. Therefore, under 5 U.S.C.
605(b), this rulemaking is exempt from
the initial and final regulatory flexibility
analysis requirements of sections 603
and 604.

Executive Orders 12866 and 13563

Executive Orders 12866 and 13563
direct agencies to assess the costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, and other advantages;
distributive impacts; and equity).
Executive Order 13563 (Improving
Regulation and Regulatory Review)
emphasizes the importance of
quantifying both costs and benefits,
reducing costs, harmonizing rules, and
promoting flexibility. Executive Order
12866 (Regulatory Planning and
Review) defines a “‘significant
regulatory action” requiring review by
the Office of Management and Budget
(OMB) as “‘any regulatory action that is
likely to result in a rule that may: (1)
Have an annual effect on the economy
of $100 million or more or adversely
affect in a material way the economy, a
sector of the economy, productivity,
competition, jobs, the environment,
public health or safety, or State, local,
or tribal governments or communities;
(2) Create a serious inconsistency or
otherwise interfere with an action taken
or planned by another agency; (3)
Materially alter the budgetary impact of
entitlements, grants, user fees, or loan
programs or the rights and obligations of
recipients thereof; or (4) Raise novel
legal or policy issues arising out of legal
mandates, the President’s priorities, or
the principles set forth in this Executive
Order.”

The economic, interagency,
budgetary, legal, and policy
implications of this regulatory action
have been examined, and it has been

determined not to be a significant
regulatory action under Executive Order
12866.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 requires, at 2 U.S.C. 1532, that
agencies prepare an assessment of
anticipated costs and benefits before
issuing any rule that may result in
expenditures by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more,
adjusted annually for inflation, in any
one year. This final rule will have no
such effect on State, local, and tribal
governments, or on the private sector.

Catalog of Federal Domestic Assistance

The Catalog of Federal Domestic
Assistance numbers and titles for the
programs affected by this document are
64.007, Blind Rehabilitation Centers;
64.008, Veterans Domiciliary Care;
64.009, Veterans Medical Care Benefits;
64.010, Veterans Nursing Home Care;
64.011, Veterans Dental Care; 64.012,
Veterans Prescription Service; 64.013,
Veterans Prosthetic Appliances; 64.014,
Veterans State Domiciliary Care; 64.015,
Veterans State Nursing Home Care;
64.018, Sharing Specialized Medical
Resources; 64.019, Veterans
Rehabilitation Alcohol and Drug
Dependence; 64.022, Veterans Home
Based Primary Care; and 64.024, VA
Homeless Providers Grant and Per Diem
Program.

Signing Authority

The Secretary of Veterans Affairs, or
designee, approved this document and
authorized the undersigned to sign and
submit the document to the Office of the
Federal Register for publication
electronically as an official document of
the Department of Veterans Affairs. John
R. Gingrich, Chief of Staff, Department
of Veterans Affairs, approved this
document on November 19, 2012, for
publication.

List of Subjects in 38 CFR Part 17

Administrative practice and
procedure, Alcohol abuse, Alcoholism,
Claims, Day care, Dental health, Drug
abuse, Government contracts, Grant
programs—health, Government
programs—veterans, Health care, Health
facilities, Health professions, Health
records, Homeless, Mental health
programs, Nursing homes, Reporting
and recordkeeping requirements,
Veterans.

Dated: November 21, 2012.
Robert C. McFetridge,
Director, Regulation Policy and Management,
Office of the General Counsel, Department
of Veterans Affairs.

For the reasons stated in the
preamble, the Department of Veterans
Affairs amends 38 CFR part 17 as
follows:

PART 17—MEDICAL

m 1. The authority citation for part 17
continues to read as follows:

Authority: 38 U.S.C. 501, and as noted in
specific sections.

m 2. Revise § 17.52(a)(2)(ii) to read as
follows:

§17.52 Hospital care and medical services
in non-VA facilities.
* *x %

Ezzi)) * *x %

(ii) A veteran who has been furnished
hospital care, nursing home care,
domiciliary care, or medical services,
and requires medical services to
complete treatment incident to such
care or services (each authorization for
non-VA treatment needed to complete
treatment may continue for up to 12
months, and new authorizations may be
issued by VA as needed), and
* * * * *

[FR Doc. 2012-28778 Filed 11-27—12; 8:45 am|]
BILLING CODE 8320-01-P

POSTAL SERVICE
39 CFR Part 111

New Marking Standards for Parcels
Containing Hazardous Materials

AGENCY: Postal Service™,
ACTION: Final rule.

SUMMARY: The Postal Service is revising
Mailing Standards of the United States
Postal Service, Domestic Mail Manual
(DMM®) 601.10 to adopt new
mandatory marking standards for
parcels containing mailable hazardous
material that will align with the revised
requirements provided by the
Department of Transportation (DOT).
This revision also provides terminology
and categorization changes needed to
respond to the pending elimination of
the “Other Regulated Material”” (ORM—
D) category and the partial elimination
of the “consumer commodity”’ category
by the DOT.

DATES: Effective January 1, 2013.

FOR FURTHER INFORMATION CONTACT:
Kevin Gunther at 202—268-7208.
SUPPLEMENTARY INFORMATION: The Postal
Service will revise DMM 601.10, and
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make corresponding revisions to
Publication 52, Hazardous, Restricted,
and Perishable Mail, chapters 2, 3 and
7, and Appendices A and C, to adopt
new marking standards for parcels
containing mailable hazardous
materials. In August 2012, these
marking standards were added to the
DMM for optional-use by mailers and
supplement the previously authorized
DMM marking standards for parcels
containing mailable hazardous
materials.

With this revision, the Postal Service
will require the use of these markings
on parcels intended for air and surface
transportation. However, the new
markings standards will be deferred for
parcels intended for surface
transportation to coincide with the
delayed implementation date for ground
transportation provided by the DOT.
The new standards, including proposed
implementation dates, are summarized
below.

Mailers should note that any other
marking or documentation requirements
not specifically referenced in this final
rule, including the preparation of a
properly completed shipper’s
declaration, will not be modified or
eliminated by any of the revisions
described herein. It should also be noted
that the adoption of these new standards
is not intended to expand or limit the
mailable materials or quantities
previously permitted under the ORM-D
category.

Background

On January 19, 2011, the DOT’s
Pipeline and Hazardous Materials Safety
Administration (PHMSA) published
final rule HM-215K (76 FR 3308-3389),
which harmonized the requirements of
the U.S. Hazardous Materials
Regulations (HMR) with international
transport requirements. In its Federal
Register final rule, PHMSA signaled its
intent to, among other things, eliminate
the “Other Regulated Material”” (ORM—
D) classification for all forms of
transportation. This change will become
effective on January 1, 2013, for
shipments intended for air
transportation and on January 1, 2015,
for shipments intended for surface
transportation.

In addition to the elimination of the
ORM-D category, PHMSA also
eliminates the “‘consumer commodity”
category for products in hazard Classes
4,5, and 8, as well as a portion of
hazard Class 9, for all shipments
intended for air transportation. This
change will become effective on January
1, 2013. After this date, the mailability
of materials previously falling within
the “‘consumer commodity” category

must be evaluated based on its
eligibility under the limited quantity
category in the HMR.

PHMSA expects that the alignment of
the existing limited quantity provisions
in the HMR with international standards
and regulations will enhance safety by
facilitating a single uniform system of
transporting limited quantity materials.
Because of the inherent risk unique to
air transportation, PHMSA believes that
full harmonization with the
International Civil Aviation
Organization Technical Instructions
(ICAO TI) is necessary with regard to
the materials authorized and the
guidelines for limited quantities
(including consumer commodities)
intended for transport by air. The ICAO
TI also include specific provisions for
air transport of dangerous goods in the
mail, which are much more restrictive
than the general standards. No
dangerous goods are allowed in
international mail, with the exception of
certain infectious substances, certain
patient specimens and certain
radioactive materials as noted in section
135 of Mailing Standards of the United
States Postal Service, International Mail
Manual (IMM®); these materials may be
sent only by authorized mailers for
authorized purposes.

On August 6, 2012, based on the
regulations provided by PHMSA in its
January 19, 2011, Federal Register final
rule, the Postal Service revised the
DMM to incorporate optional marking
standards for parcels containing
mailable hazardous materials. These
standards provided that mailers could
optionally use new marking standards
consistent with the new DOT marking
requirements, or continue to use the
previous USPS® marking standards.

On October 3, 2012, the Postal Service
published a proposed rule in the
Federal Register (77 FR 60334—60339)
to announce its proposal for new
mailing standards to align with PHMSA
regulations provided in the January 19,
2011, notice. The Postal Service
received comments in response to this
proposed rule, which are summarized
later in this notice.

Air Transport Standards for January 1,
2013

The Postal Service will align its
hazardous materials mailing
requirements with those of PHMSA by
requiring the marking standards
described in this final rule on all parcels
intended for air transportation. Effective
January 1, 2013, the optional marking
standards for parcels containing
mailable hazardous materials described
in the August 6, 2012, DMM revision

will become mandatory for materials
intended for air transportation.

Effective January 1, 2013, the Postal
Service will begin to categorize
hazardous materials meeting the current
definition of a mailable ORM-D
material within hazard Classes 4, 5, or
8, and portions of 9, using the
description “mailable limited quantity;”
and will retain the description
“consumer commodity” for all other
mailable hazard classes. The Postal
Service will also revise the DMM to
replace the current ORM-D category for
parcels containing materials intended
for air transportation with the
applicable “consumer commodity” or
the new “mailable limited quantity”
categories.

Mailpieces containing currently
authorized air-eligible consumer
commodities (ORM—-D-AIR) within DOT
Class 2.2 (nonflammable, nontoxic
gasses), Class 3 (flammable and
combustible liquids), Class 6.1 (toxic
substances), and Class 9 (miscellaneous)
will be reclassified under hazard Class
9 (miscellaneous) instead of their
previous “ORM-D-AIR” classification.
Mailpieces containing this material will
also be required to bear the proper
shipping name “Consumer
Commodity,” the Identification Number
“ID8000,” and both the DOT square-on-
point marking including the symbol “Y”
and an approved DOT Class 9 hazardous
material warning label. Mailpieces must
also bear a shipper’s declaration for
dangerous goods.

Mailpieces containing mailable air-
authorized limited quantity Class 9
materials within UN3077, UN3082,
UN3334 and UN3335, will be required
to bear the proper shipping name
“Consumer Commodity,” Identification
Number “ID8000,” and both the DOT
square-on-point marking including the
symbol Y and an approved DOT Class
9 hazardous material warning label.
These are the only Class 9 materials
authorized by the DOT to be shipped
under the limited quantity classification
by domestic air transportation.

Effective January 1, 2013, the Postal
Service will also require the use of other
DOT hazardous warning labels on
packages intended for air transportation,
which contain materials that meet the
current definition of a mailable ORM-D
material in hazard Class 5.1 (oxidizing
substances), hazard Class 5.2 (organic
peroxides) and hazard Class 8
(corrosives). The DOT will no longer
define a consumer commodity category
for these particular hazard classes.
Similarly, the DOT will not define a
consumer commodity in hazard Class 4
(flammable solids); however this will
not have an impact for USPS mailers
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because the Postal Service does not
currently permit hazard class 4
materials in its air transportation
networks. These mailpieces will also be
required to bear the proper shipping
name and Identification Number, as
identified in Publication 52 Appendix
A, both DOT square-on-point marking
(including the symbol “Y”), and the
appropriate approved DOT hazardous
material warning label. Mailpieces must
also bear a shipper’s declaration for
dangerous goods.

Before January 1, 2015, mailable
hazardous materials intended for
surface transportation will continue to
be classified using the ORM-D
categorization. Until that time, mailers
will have the option of continuing to
use the current “ORM-D”’ marking for
materials intended for ground
transportation, or using the new DOT-
authorized ““square-on-point” limited
quantity marking on parcels containing
mailable hazardous materials.

Surface Transport Standards for
January 1, 2015

The Postal Service plans to
implement the final segment of its
alignment with PHMSA by eliminating
the optional ORM-D markings and
categorization for hazardous materials
intended for surface transportation on
January 1, 2015. The use of ORM-D
markings will no longer be permitted for
use with any materials being tendered
for transport within USPS networks,
either by surface or air. After this date,
all mailpieces containing hazardous
materials will be required to be marked
using the appropriate DOT square-on-
point marking.

With this revision, mailable limited
quantity and mailable consumer
commodity materials, when tendered to
the Postal Service, must bear an
approved DOT square-on-point marking.
The use of additional DOT hazardous
material warning labels will not be
required or permitted on parcels
intended for transportation in USPS
ground networks.

Comments

The Postal Service received three
comments in response to the October 3,
2012, proposed rule, with some
commenters addressing more than a
single issue. All commenters were
generally in support of the Postal
Service’s actions to align with DOT
regulations in regards to the mailing of
hazardous materials. These comments
are summarized as follows:

Comment: One commenter questions
why the Postal Service would agree to
adopt PHMSA regulations, provided in
49 Code of Federal Regulations (CFR)

into their mailing standards when the
Postal Service claims to be regulated by
39 CFR.

Response: Although Postal Service
mailing standards are provided in 39
CFR, the Postal Service attempts to
maintain consistency with 49 CFR
whenever possible. Generally, Postal
Service mailing standards are more
restrictive than those provided in 49
CFR, and include many additional
limitations and prohibitions not
applicable to commercial carriers. One
benefit of the Postal Service’s alignment
with PHMSA is that it will provide for
consistency in the marking
requirements for hazardous materials,
whether transported through the Postal
Service or a commercial carrier. Another
benefit to the alignment with PHMSA
regulations is the adoption of common
categorization and terminology. The
Postal Service expects that the use of
terminology common to both the DOT
and USPS will improve the processing
and consistency of rulings on the
mailability of hazardous materials and
will make these rulings more consistent.

Comment: A commenter asks if the
Postal Service intends to provide
appropriate labeling, marking, and
packaging material.

Response: Although the Postal Service
provides mailing supplies and
packaging for customer use with some
postal products, it generally does not
provide supplies expressly for the
purpose of mailing hazardous materials.
The Postal Service does not intend to
modify its current policy as a result of
the changes described in this notice.

Comment: A commenter states that
the DMM revisions provided by the
Postal Service in its October 3, 2012
proposed rule are inconsistent with
Publication 52, as it relates to the
mailability of UN3175, solids containing
flammable liquids, materials. The
commenter notes that Publication 52
limits the mailing of these materials
only to surface transportation.

Response: The Postal Service agrees
and has chosen not to provide an option
for air transportation of these materials.
The Postal Service has revised its
proposed standards accordingly.
Qualifying UN3175 materials may still
be shipped via USPS surface
transportation.

Comment: A commenter states that
the mailing standards provided in the
October 3, 2012, proposed rule
incorrectly imply that all hazardous
materials in hazard Classes 2.2, 3, 6.1,
and 9 are eligible to be reclassified
under Class 9 and permitted to bear the
ID8000 identification number, when
being shipped through the Postal
Service. The commenter recommends

revised language to clarify that this
option is applicable only to articles or
substances that meet the definition of a
consumer commodity in hazard Class 2
(non-toxic aerosols only), Class 3
(packing group II and III only), Division
6.1 (packing group III only), or UN3077
and UN3082 materials that do not have
subsidiary risk and are authorized
aboard passenger aircraft.

Response: It was not the intent of the
Postal Service to either limit or expand
the group of hazardous materials
presently mailable by air transportation.
The Postal Service believes that use of
the language recommended by the
commenter would limit the mailability
of some materials currently accepted for
air transportation. However, the Postal
Service agrees with the commenter that
further clarification is necessary to
specify that only certain materials and
quantities are eligible for air
transportation in USPS networks.
Therefore, the Postal Service will
modify the October 3, 2012, proposed
language to specify that only mailable
air-eligible consumer commodity
materials can be tendered to the Postal
Service for air transportation.

Comment: A commenter expressed
concern that the regulations provided by
PHMSA in its January 19, 2011, Federal
Register final rule relates a false
impression that all hazard Class 3, 6.1
and 9 materials, including lithium
batteries would be eligible to be
reclassified under hazard Class 9 and
permitted to bear the ID8000
identification number.

Response: Without commenting on
the objective of PHMSA relative to the
transport of lithium batteries, the Postal
Service intends to continue to provide
standards unique to the mailing of
lithium batteries and solid carbon
dioxide (dry ice) and will not provide
an option for mailers to classify or mark
parcels containing lithium batteries or
dry ice as ID8000 materials.

Comment: A commenter states that
the Postal Service’s January 1, 2015,
proposed implementation date for the
surface transportation portion of these
standards is premature. This commenter
states that the HMR allows for materials
to classified and marked as ORM-D for
surface transportation until December
31, 2013, and that PHMSA has only
proposed to extend the required date for
these regulations until January 1, 2015.

Response: This commenter is correct
in that PHMSA has only proposed to
delay their implementation until
January 1, 2015, however the Postal
Service expects the extension of their
implementation date to be adopted. The
Postal Service views the timeline for
implementation of the standards
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relating to surface transportation to be
less critical than those for air
transportation and has proposed a
January 1, 2015, implementation date as
the most likely to correspond with the
actual PHMSA effective date. However,
the Postal Service expects to be able to
implement its standards relating to
surface transportation either before or
after PHMSA’s implementation date
without significant issues.

Implementation

The applicable standards contained in
this final rule are effective on January 1,
2013, and will be incorporated into the
DMM on January 27, 2013,
corresponding with the previously
scheduled price change update.

The Postal Service adopts the
following changes to Mailing Standards
of the United States Postal Service,
Domestic Mail Manual (DMM), which is
incorporated by reference in the Code of
Federal Regulations. See 39 CFR part
111.1.

List of Subjects in 39 CFR Part 111

Administrative practice and
procedure, Postal Service.

Accordingly, 39 CFR part 111 is
amended as follows:

PART 111—[AMENDED]

m 1. The authority citation for 39 CFR
part 111 continues to read as follows:

Authority: 5 U.S.C. 552(a); 13 U.S.C. 301—
307; 18 U.S.C. 1692-1737; 39 U.S.C. 101,
401, 403, 404, 414, 416, 3001-3011, 3201—
3219, 3403-3406, 3621, 3622, 3626, 3632,
3633, and 5001.

m 2. Revise the following sections of
Mailing Standards of the United States
Postal Service, Domestic Mail Manual
(DMM), as follows:

Mailing Standards of the United States
Postal Service, Domestic Mail Manual
(DMM)

* * * * *

600 Basic Standards for All Mailing
Services

601 Mailability

* * * * *

10.0 Hazardous Materials
10.1 Definitions

The following definitions apply:

* * * * *

[Revise 10.1c as follows:]

¢. ORM-D (Other Regulated Material)
material is a limited quantity of a
hazardous material that presents a
limited hazard during transportation
due to its form, quantity, and packaging.
Not all hazardous materials permitted to
be shipped as a limited quantity can
qualify as an ORM-D material. The
ORM-D category is only applicable for
materials intended for ground
transportation. Effective January 1,
2015, the ORM-D category will be
eliminated for materials intended for
surface transportation. After this date,
the mailability of materials previously
fitting the description of ORM-D must
be evaluated based on its eligibility
under the applicable consumer
commodity or mailable limited quantity
categories.

[Revise 10.1d, Consumer Commodity,
by adding a new last sentence as
follows:]

d. * * * The consumer commodity
category will not apply to materials,
intended for air transportation, in
hazard classes 4, 5, and 8, and portions
of hazard Class 9.

[Re-sequence the current 10.1e
through 10.1i as the new 10.1f through
10.1j, and add a new item 10.1e as
follows:]

e. Mailable Limited Quantity is a
hazardous material in hazard Classes 4,
5, 8 or portions of 9 that presents a
limited hazard during transportation
(specifically air transport), and is
mailable in USPS air networks under
certain conditions and in limited

quantities.
* * * * *

10.3 USPS Standards for Hazardous
Material

[Revise 10.3 as follows:]

The USPS standards generally restrict
the mailing of hazardous materials to
ORM-D (permitted for surface
transportation only until January 1,
2015), and consumer commodity or
mailable limited quantity materials that
meet USPS quantity limitations and
packaging requirements. All exceptions
are subject to the standards in 10.0.
Detailed information on the mailability
of specific hazardous materials is
contained in Publication 52, Hazardous,
Restricted, and Perishable Mail.

* * * * *

10.4 Hazard Class

* * * * *

EXHIBIT 10.4 DOT HAZARD CLASSES AND MAILABILITY SUMMARY

Transportation method
Hazard class name and
Class a0 . L . .
division Domestic mail air Domestic mail surface International mail
transportation transportation
* * * * *

[Revise text for hazard Classes 2 and
3, under the “Domestic Mail Air

Transportation” column (only) as
follows:]

Gases

Division—

2.1 Flammable Gases

2.2 Nonflammable, Nontoxic
Gases

2.3 Toxic Gases

Flammable and Combus-
tible Liquids

Division 2.1 and 2.3: Prohib-
ited.

Division 2.2: Only mailable
air-eligible Consumer Com-
modity materials per
10.12.2.

Flammable liquids: Prohibited.

Combustibles: Only mailable
air-eligible Consumer Com-
modity materials per
10.13.3.
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* * * * *

[Revise text for hazard Classes 5 and
6, under the “Domestic Mail Air

Transportation” column (only) as
follows:]

5 o Oxidizing Substances, Or- Only air-eligible Mailable Lim-

ganic Peroxides ited Quantity materials per
Division— 10.15.2.
5.1 Oxidizing Substances
5.2 Organic Peroxides

6 e Toxic Substances and Infec- | Division 6.1: Only mailable

tious Substances air-eligible Consumer Com-
Division— modity materials per
6.1 Toxic Substances 10.16.2.
6.2 Infectious Substances Division 6.2: Only per 10.17.

* * * * * [Revise text for hazard Class 8, under
the “Domestic Mail Air Transportation”
column (only) as follows:]

8 e Corrosives Only Mailable Limited Quan-

tity materials per 10.19.2.

[Revise text for hazard Class 9, under
the “Hazard Class Name and Division”
and ‘“Domestic Mail Air

Transportation” columns (only) as
follows:]

9 Miscellaneous Hazardous Only mailable air-eligible Con-
Materials sumer Commodity materials
ID8000 materials UN3077, per 10.20.
UN3082, UN3334, or
UN3335 materials
* * * * *

10.7 Warning Labels for Hazardous
Materials

[Revise 10.7 as follows:]

With few exceptions as noted in these
standards, most hazardous materials
acceptable for mailing fall within the
current Other Regulated Materials
(ORM-D) regulations of 49 CFR 173.144
for materials intended for surface
transportation, and the consumer
commodity or mailable limited quantity
categories for materials intended for air
transportation. Mailpieces containing
mailable hazardous materials intended
for transportation by air are required to
bear an approved DOT square-on-point
marking under 10.8b and may also be
required to bear a specific DOT
hazardous material warning label (if
required for the hazard class shipped).
Mailpieces containing mailable
hazardous materials must be marked as
required in 10.8 and must bear DOT
handling labels (e.g., orientation arrows,
magnetized materials) when applicable.
Effective January 1, 2015, the ORM-D
category will be eliminated for materials
intended for surface transportation, and
mailpieces containing hazardous
materials intended for surface
transportation will be required to be
marked using the appropriate DOT

square-on-point marking. Also after this
date, the mailability of materials
previously fitting the description of
ORM-D must be evaluated based on its
eligibility under the applicable
consumer commodity or mailable
limited quantity categories.

10.8 Package Markings for Hazardous
Materials

[Revise 10.8 as follows:]

Unless otherwise noted, each
mailpiece containing a mailable
hazardous material must be plainly and
durably marked on the address side
with the required shipping name and
UN identification number. Mailpieces
containing mailable air-eligible
hazardous materials intended for air
transportation must bear a DOT limited
quantity square-on-point marking under
8b. Mailpieces containing mailable
hazardous materials intended for
surface transportation may be entered
and marked under the ORM-D category
before January 1, 2015. After this date,
all parcels containing mailable
hazardous materials must bear the
appropriate DOT square-on-point
marking and other associated markings
when required. The following also
applies:

a. The use of DOT limited quantity
square-on-point markings are required

for mailpieces intended for air
transportation and optional (until
January 1, 2015) for mailpieces intended
for surface transportation (see Exhibit
10.8b). The plain square-on-point
marking is used for shipments sent by
surface transportation, and the square-
on-point marking including the symbol
“Y” superimposed in the center is used
for shipments sent by air transportation.
The following also applies:

1. Markings must be durable, legible
and readily visible.

2. The marking must be applied on at
least one side or one end of the outer
packaging. The border forming the
square-on-point must be at least 2 mm
(0.08 inch) in width and the minimum
dimension of each side must be 100 mm
(3.94 inches), unless the package size
requires a reduced size marking of no
less than 50 mm (1.97 inches) on each
side.

3. For surface transportation, the top
and bottom portions of the square-on-
point and the border forming the square-
on-point must be black and the center
must be white or of a suitable
contrasting background. Surface
shipments containing qualifying ORM—
D materials and bearing the square-on-
point limited quantity marking are not
required to be marked with the shipping
name and identification number.
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4. For transportation by aircraft, the
top and bottom portions of the square-
on-point and the border forming the
square-on-point must be black and the
center must be white or of a suitable
contrasting background. The symbol
“Y” must be black and located in the
center of the square-on-point and be
clearly visible. Mailpieces intended for
transport by air must also be marked
with the proper shipping name,
identification number, and must also
display the appropriate DOT hazardous
material warning label (only when
required for the hazard class shipped) in
accordance with Publication 52.

b. The UN identification number is
not required on mailpieces containing
ORM-D materials and intended for
surface transportation. A mailable
ORM-D material must be marked on the
address side with “ORM-D"’ (or marked
under 10.8a) immediately following, or
below the proper shipping name. The
proper shipping name for a mailable
ORM-D material is “consumer
commodity.” The designation “ORM-
D’ must be placed within a rectangle
that is approximately 6.3 mm (V4 inch)
larger on each side than the applicable
designation. Mailpieces containing
ORM-D materials sent as Standard Mail,
Parcel Post, Parcel Select, or Package
Services must also be marked on the
address side as “Surface Only” or
“Surface Mail Only.”

* * * * *

10.9 Shipping Papers for Hazardous
Materials

* * * Shipping papers are required as
follows:

* * * * *

[Revise 10.9a and 10.9b to update
product references as follows:]

a. Air transportation requirements.
Except for nonregulated materials sent
under 10.17.3 or 10.17.8 and diagnostic
specimens sent under 10.17.5,
mailpieces containing mailable
hazardous materials sent as Express
Mail, Priority Mail, First-Class Mail, or
First-Class Package Service, must
include a shipping paper.

b. Surface transportation
requirements. Except for nonregulated
materials sent under 10.17.3 or 10.17.8
and mailable ORM-D materials,
mailpieces containing mailable
hazardous materials sent as Standard
Mail, Parcel Post, Parcel Select, or
Package Services, must include a

shipping paper.
10.10 Air Transportation Prohibitions
for Hazardous Materials

[Revise the introductory paragraph of

10.10 to update product references as
follows:]

All mailable hazardous materials sent
as Express Mail, Priority Mail, First-
Class Mail, or First-Class Package
Service, must meet the requirements for
air transportation. The following types
of hazardous materials are always
prohibited on air transportation

regardless of class of mail:
* * * * *

10.12 Gases (Hazard Class 2)

* * * * *

10.12.2 Mailability

[Revise the third and fourth sentences
of 10.12.2 as follows:]

* * * Flammable gases in Division
2.1 are prohibited in domestic mail via
air transportation but are permitted via
surface transportation if the material can
qualify as an ORM-D material (or after
January 1, 2015, a consumer commodity
material) and meet the standards in
10.12.3 and 10.12.4. Mailable
nonflammable gases in Division 2.2 are
generally permitted in the domestic
mail via air or surface transportation if
the material can qualify as an ORM-D
material when intended for surface
transportation, or as a consumer
commodity material when intended for
air transportation, and also meet the
standards in 10.12.3 and 10.12.4.

* * * * *

10.12.4 Marking

[Revise the second sentence and add
a new third sentence for 10.12.4 as
follows:]

* * * For air transportation, packages
must bear the DOT square-on-point
marking including the symbol “Y,” an
approved DOT Class 9 hazardous
material warning label, Identification
Number “ID8000,” and the proper
shipping name ‘“Consumer
Commodity.” Mailpieces must also bear
a shipper’s declaration for dangerous
goods.

10.13 Flammable and Combustible
Liquids (Hazard Class 3)

* * * * *

10.13.2 Flammable Liquid Mailability

[Revise the third sentence of the
introductory paragraph of 10.13.2 as
follows:]

* * * Other flammable liquid is
prohibited in domestic mail via air
transportation but is permitted via
surface transportation if the material can
qualify as an ORM-D material (or after
January 1, 2015, a consumer commodity
material) and meet the following
conditions as applicable:

[Revise 10.13.2a and 2b as follows:]

a. The flashpoint is above 20 °F (-7
°C) but no more than 73 °F (23 °C); the

liquid is in a metal primary receptacle
not exceeding 1 quart, or in another type
of primary receptacle not exceeding 1
pint, per mailpiece; enough cushioning
surrounds the primary receptacle to
absorb all potential leakage; the
cushioning and primary receptacle are
packed within a securely sealed
secondary container that is placed
within a strong outer shipping
container; and each mailpiece is plainly
and durably marked on the address side
with “Surface Only” or “Surface Mail
Only” and “ORM-D” immediately
following or below the proper shipping
name (or with a DOT square-on-point
marking under 10.8b).

b. The flashpoint is above 73 °F (23
°C) but less than 100 °F (38 °C); the
liquid is in a metal primary receptacle
not exceeding 1 gallon, or in another
type of primary receptacle not
exceeding 1 quart, per mailpiece;
enough cushioning surrounds the
primary receptacle to absorb all
potential leakage; the cushioning and
primary receptacle are placed within a
securely sealed secondary container that
is placed within a strong outer shipping
container; and each mailpiece is plainly
and durably marked on the address side
with “Surface Only” or “Surface Mail
Only” and “ORM-D” immediately
following or below the proper shipping
name (or with a DOT square-on-point
marking under 10.8b).

10.13.3 Combustible Liquid
Mailability

[Revise the second sentence of the
introductory paragraph of 10.13.3 as
follows:]

* * * Combustible liquid is
permitted in domestic mail if the
material can qualify as an ORM-D
material, when intended for ground
transportation or a consumer
commodity material, when intended for
air transportation, and when the
following conditions are met as
applicable:

[Revise 10.13.3a as follows:]

a. For surface transportation, if the
flashpoint is 100 °F (38 °C) but no more
than 141 °F (60.5 °C); the liquid is in a
metal primary receptacle not exceeding
1 gallon, or in another type of primary
receptacle not exceeding 1 quart, per
mailpiece; enough cushioning
surrounds the primary receptacle to
absorb all potential leakage; the
cushioning and primary receptacle are
packed in a securely sealed secondary
container that is placed within a strong
outer shipping container; and each
mailpiece is plainly and durably marked
on the address side with “Surface Only”
or “Surface Mail Only” and “ORM-D”
immediately following or below the
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proper shipping name (or with a DOT
square-on-point marking under 10.8b).

[Revise 10.13.3b as follows:]

b. For surface or air transportation, if
the flashpoint is above 141 °F (60.5 °C)
but no more than 200 °F (93 °C); the
liquid is in a primary receptacle not
exceeding 1 gallon per mailpiece;
enough cushioning surrounds the
primary receptacle to absorb all
potential leakage; the cushioning and
primary receptacle are packed in a
securely sealed secondary container that
is placed within a strong outer shipping
container. For surface transportation,
each mailpiece must be plainly and
durably marked on the address side
with “ORM-D” immediately following
or below the proper shipping name; and
each piece must be marked on the
address side as ““Surface Only” or
“Surface Mail Only” (or with a DOT
square-on-point marking under 10.8b).
For air transportation, packages must
bear the DOT square-on-point marking
including the symbol “Y,” an approved
DOT Class 9 hazardous material
warning label, Identification Number
“ID8000,” the proper shipping name
“Consumer Commodity,” and a
shipper’s declaration for dangerous
goods.

* * * *

10.14 Flammable Solids (Hazard Class
4)

* * * * *

10.14.2 Mailability

[Revise the last sentence of 10.14.2 as
follows:]

* * * A flammable solid that can
qualify as an ORM-D material (or after
January 1, 2015, a mailable limited
quantity material) is permitted in
domestic mail via surface transportation
if the material is contained in a secure
primary receptacle having a weight of 1
pound or less; the primary receptacle(s)
is packed in a strong outer shipping
container with a total weight of 25
pounds or less per mailpiece; and each
mailpiece is plainly and durably marked
on the address side with “Surface Only”
or “Surface Mail Only” and “ORM-D”
immediately following or below the
proper shipping name (or with a DOT

square-on-point marking under 10.8b).
* * * * *

10.15 Oxidizing Substances, Organic
Peroxides (Hazard Class 5)

* * * * *

10.15.2 Mailability

[Revise 10.15.2 as follows:]

Oxidizing substances and organic
peroxides are prohibited in
international mail. Class 5 materials are

permitted in domestic mail if the
material can qualify as an ORM-D
material (until January 1, 2015), when
intended for ground transportation; or
an air-eligible mailable limited quantity
material, when intended for air
transportation. Liquid materials must be
enclosed within a primary receptacle
having a capacity of 1 pint or less; the
primary receptacle(s) must be
surrounded by absorbent cushioning
material and held within a leak-resistant
secondary container that is packed
within a strong outer shipping
container. Solid materials must be
contained within a primary receptacle
having a weight capacity of 1 pound or
less; the primary receptacle(s) must be
surrounded with cushioning material
and packed within a strong outer
shipping container. Each mailpiece may
not exceed a total weight of 25 pounds.
For surface transportation, each
mailpiece must be plainly and durably
marked on the address side with
“ORM-D” immediately following or
below the proper shipping name; and
each piece must be marked on the
address side as ““Surface Only” or
“Surface Mail Only” (or with a DOT
square-on-point marking under 10.8b).
For air transportation, packages must
bear the DOT square-on-point marking
including the symbol ““Y,” the
appropriate approved DOT Class 5.1 or
5.2 hazardous material warning label,
the identification number, the proper
shipping name, and a shipper’s
declaration for dangerous goods.

10.16 Toxic Substances (Hazard Class
6, Division 6.1)

* * * * *

10.16.2 Mailability

[Revise the second sentence of 10.16.2
as follows:]

* * * For domestic mail, a Division
6.1 toxic substance or poison that can
qualify as an ORM-D material (until
January 1, 2015) when intended for
ground transportation, or a mailable air-
eligible consumer commodity material
when intended for air transportation, is
permitted when packaged under the
applicable requirements in 10.16.4.

* *x %

* * * * *

10.16.4 Packaging and Marking

The following requirements must be
met, as applicable:

[Revise 16.4a as follows:]

a. A toxic substance that can qualify
as an ORM-D material (until January 1,
2015) when intended for ground
transportation, or a mailable air-eligible
consumer commodity material when
intended for air transportation, and does

not exceed a total capacity of 8 ounces
per mailpiece is permitted if: The
material is held in a primary
receptacle(s); enough cushioning
material surrounds the primary
receptacle to absorb all potential
leakage; and the cushioning and
primary receptacle(s) are packed in
another securely sealed secondary
container that is placed within a strong
outer shipping container. For surface
transportation, each mailpiece must be
plainly and durably marked on the
address side with “ORM-D”
immediately following or below the
proper shipping name; and each piece
must be marked on the address side as
“Surface Only” or “Surface Mail Only”
(or with a DOT square-on-point marking
under 10.8b). For air transportation,
packages must bear the DOT square-on-
point marking including the symbol
“Y,” an approved DOT Class 9
hazardous material warning label,
Identification Number “ID8000,” the
proper shipping name “Consumer
Commodity,” and a shipper’s

declaration for dangerous goods.
* * * * *

10.19 Corrosives (Hazard Class 8)

* * * * *

10.19.2 Mailability

[Revise the second sentence of the
introductory paragraph of 10.19.2 as
follows:]

* * * A corrosive that can qualify as
an ORM-D material (until January 1,
2015), when intended for ground
transportation; or an air-eligible
mailable limited quantity material,
when intended for air transportation, is
permitted in domestic mail via air or
surface transportation subject to these
limitations:

* * * * *

10.19.3 Marking

[Revise 10.19.3 as follows:]

For surface transportation, each
mailpiece must be plainly and durably
marked on the address side with
“ORM-D” immediately following or
below the proper shipping name; and
each piece must be marked on the
address side as “Surface Only” or
“Surface Mail Only” (or with a DOT
square-on-point marking under 10.8b).
For air transportation, packages must
bear the DOT square-on-point marking
including the symbol “Y,” the
appropriate approved DOT Class 8
hazardous material warning label, the
identification number, the proper
shipping name, and a shipper’s
declaration for dangerous goods.
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10.20 Miscellaneous Hazardous
Materials (Hazard Class 9)

* * * * *

10.20.2 Mailability

[Revise the second sentence of 10.20.2
as follows:]

* * * A miscellaneous hazardous
material that can qualify as an ORM-D
material (until January 1, 2015) when
intended for ground transportation, or a
mailable air-eligible consumer
commodity material when intended for
air transportation, is permitted for
domestic mail via air or surface
transportation, subject to the applicable
49 CFR requirements.

10.20.3 Marking

[Revise 10.20.3 as follows:]

For surface transportation, the
mailpiece must be plainly and durably
marked on the address side with
“Surface Only” or “Surface Mail Only”
and “ORM-D” immediately following
or below the proper shipping name (or
with a DOT square-on-point marking
under 10.8b). For air transportation,
packages must bear the DOT square-on-
point marking including the symbol
“Y,” an approved DOT Class 9
hazardous material warning label,
Identification Number “ID8000,” the
proper shipping name “Consumer
Commodity,” and a shipper’s
declaration for dangerous goods.

* * * * *

We will publish an appropriate
amendment to 39 CFR part 111 to reflect
these changes.

Stanley F. Mires,

Attorney, Legal Policy and Legislative Advice.
[FR Doc. 2012-28673 Filed 11-27-12; 8:45 am]
BILLING CODE 7710-12-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2009-0644; FRL-9366—1]
Fenpropathrin; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of fenpropathrin
in or on multiple commodities which
are identified and discussed later in this
document. Interregional Research
Project Number 4 (IR—4) requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).
DATES: This regulation is effective
November 28, 2012. Objections and

requests for hearings must be received
on or before January 28, 2013, and must
be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit I.C. of the
SUPPLEMENTARY INFORMATION).

ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2009-0644, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), EPA West
Bldg., Rm. 3334, 1301 Constitution Ave.
NW., Washington, DC 20460—0001. The
Public Reading Room is open from 8:30
a.m. to 4:30 p.m., Monday through
Friday, excluding legal holidays. The
telephone number for the Public
Reading Room is (202) 566—1744, and
the telephone number for the OPP
Docket is (703) 305-5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Laura Nollen, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001; telephone number:
(703) 305—7390; email address:
nollen.laura@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. The following
list of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

e Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
site at http://ecfr.gpoaccess.gov/cgi/t/
text/text-idx?&c=ecfr&tpl=/ecfrbrowse/
Title40/40tab_02.tpl.

C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2009-0644 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before January 28, 2013. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBI) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP—
2009-0644, by one of the following
methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the online
instructions for submitting comments.
Do not submit electronically any
information you consider to be CBI or
other information whose disclosure is
restricted by statute.

e Mail: OPP Docket, Environmental
Protection Agency Docket Center (EPA/
DC), (28221T), 1200 Pennsylvania Ave.
NW., Washington, DC 20460-0001.

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at http://
www.epa.gov/dockets/contacts.htm.
Additional instructions on commenting
or visiting the docket, along with more
information about dockets generally, is
available at
http://www.epa.gov/dockets.

II. Summary of Petitioned-for Tolerance

In the Federal Register of October 7,
2009 (74 FR 51597) (FRL-8792-7), EPA
issued a notice pursuant to FFDCA
section 408(d)(3), 21 U.S.C. 346a(d)(3),
announcing the filing of a pesticide
petition (PP 9E7594) by IR-4, 500
College Road East, Suite 201W,
Princeton, NJ 08540. The petition
requested that 40 CFR 180.466 be
amended by establishing tolerances for


http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
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residues of the insecticide
fenpropathrin, alpha-cyano-3-phenoxy-
benzyl 2,2,3,3-
tetramethylcyclopropanecarboxylate, in
or on acerola, feijoa, guava, jaboticaba,
passionfruit, starfruit and wax jambu at
1.5 parts per million (ppm); longan,
lychee, pulasan, rambutan and Spanish
lime at 3.0 ppm; atemoya, biriba,
cherimoya, custard apple, ilama,
soursop and sugar apple, at 1.0 ppm;
and tea at 2.0 ppm. That notice
referenced a summary of the petition
prepared on behalf of IR—4 by Valent
USA Corporation, the registrant, which
is available in the docket, http://
www.regulations.gov. There were no
comments received in response to the
notice of filing.

Based upon review of the data
supporting the petition, EPA has revised
the proposed tolerances for several
commodities. The Agency has also
revised the tolerance expression for all
established commodities to be
consistent with current Agency policy.
The reasons for these changes are
explained in Unit IV.C.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines ‘“‘safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue * * *.”

Consistent with FFDCA section
408(b)(2)(D), and the factors specified in
FFDCA section 408(b)(2)(D), EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for fenpropathrin
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with fenpropathrin follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

Fenpropathrin is a member of the
pyrethroid class of insecticides.
Pyrethroids have historically been
classified into two groups—Type I and
Type II, based on chemical structure
and toxicological effects. Type I
pyrethroids induce in rats a syndrome
consisting of aggressive sparring, altered
sensitivity to external stimuli,
hyperthermia, and fine tremors,
progressing to whole-body tremors, and
prostration (T-syndrome). Type II
pyrethroids, which contain an alpha-
cyano moiety, produce in rats a
syndrome that includes pawing,
burrowing, salivation, hypothermia, and
coarse tremors leading to
choreoathetosis (CS-syndrome).
Fenpropathrin is a mixed type
pyrethroid because the biochemical
responses and resulting clinical signs of
neurotoxicity are intermediate between
those of Type I and Type II pyrethroids.
The adverse outcome pathway shared
by pyrethroids involves the ability to
interact with voltage-gated sodium
channels in the central and peripheral
nervous systems, leading to changes in
neuron firing and, ultimately,
neurotoxicity.

Fenpropathrin exhibits high acute
toxicity via the oral and dermal routes,
but low toxicity via the inhalation route
of exposure. Fenpropathrin is a mild eye
irritant, but does not cause dermal
irritation or skin sensitization.
Toxicological effects characteristic of
Type I pyrethroids were seen in most of
the experimental toxicology studies
including the acute, subchronic, and
developmental neurotoxicity studies,
subchronic studies in the rat and dog,
the chronic carcinogenicity study in the
rat, the developmental studies in the rat
and rabbit, and in the 3-generation
reproduction study in rats. Tremors
were the most common indication of
neurotoxicity; however, ataxia,
increased sensitivity (e.g., heightened
response) to external stimuli,
convulsions, and increased auditory
startle response were also observed.

In developmental toxicity studies in
rats and rabbits, maternal toxicity
included neurological effects such as
ataxia, sensitivity to external stimuli,
tremors in the rat, and flicking of

forepaws in the rabbit. Developmental
effects were limited to incomplete or
asymmetrical ossification of sternebrae
at the maternally toxic dose in the rat.
There were no developmental effects in
the rabbit. There were no indications of
immunotoxicity in any of the guideline
studies, including the immunotoxicity
study in rats. In a 3-generation
reproduction study in the rat, maternal
and offspring effects were observed at
the mid- and high-dose. At the high
dose, maternal effects included
increased deaths and clinical signs of
toxicity (tremors, muscle twitches, and
increased sensitivity) during lactation.
Pup deaths were noted at this level. At
the mid-dose, minimal signs of
treatment-related effects were observed
for both adults and pups, reducing
concern for quantitative or qualitative
sensitivity.

There was no evidence of
carcinogenicity in either the rat or
mouse long-term dietary studies, nor
was there any mutagenic activity in
bacteria or cultured mammalian cells.
Fenpropathrin has been classified as
“not likely to be carcinogenic to
humans.”

Specific information on the studies
received and the nature of the adverse
effects caused by fenpropathrin as well
as the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in the document,
“Fenpropathrin. Human Health Risk
Assessment for Section 3 Registration
on Tropical Fruit and a Request for a
Tolerance without U.S. Registration on
Tea” at pp 40—45 in docket ID number
EPA-HQ-OPP-2009-0644.

B. Toxicological Points of Departure/
Levels of Concern

Once a pesticide’s toxicological
profile is determined, EPA identifies
toxicological points of departure (POD)
and levels of concern to use in
evaluating the risk posed by human
exposure to the pesticide. For hazards
that have a threshold below which there
is no appreciable risk, the toxicological
POD is used as the basis for derivation
of reference values for risk assessment.
PODs are developed based on a careful
analysis of the doses in each
toxicological study to determine the
dose at which no adverse effects are
observed (the NOAEL) and the lowest
dose at which adverse effects of concern
are identified (the LOAEL). Uncertainty/
safety factors are used in conjunction
with the POD to calculate a safe
exposure level—generally referred to as
a population-adjusted dose (PAD) or a
reference dose (RfD)—and a safe margin
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of exposure (MOE). For non-threshold
risks, the Agency assumes that any
amount of exposure will lead to some
degree of risk. Thus, the Agency
estimates risk in terms of the probability
of an occurrence of the adverse effect

expected in a lifetime. For more
information on the general principles
EPA uses in risk characterization and a
complete description of the risk
assessment process, see http://
www.epa.gov/pesticides/factsheets/

riskassess.htm. A summary of the
toxicological endpoints for
Fenpropathrin used for human risk
assessment is shown in the following
Table.

TABLE—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR FENPROPATHRIN FOR USE IN HUMAN HEALTH RISK

ASSESSMENT

Exposure/scenario

Point of departure and
uncertainty/safety
factors

RfD, PAD for risk
assessment

Study and toxicological effects

Acute dietary (General population, including
children > 6 years old).

Acute dietary (< 6 years old)

Wolansky BMDL;sp = aRfD = 0.05 mg/kg/

5.0 mg/kg. day.
UFs = 10X aPAD = 0.05 mg/kg/
UFy = 10X day.
FQPA SF = 1X
Wolansky BMDL;sp = aRfD = 0.05 mg/kg/
5.0 mg/kg. day.
UFA = 10X aPAD = 0.017 mg/kg/
UFy = 10X day.
FQPA SF = 3X

Wolansky BMD;sp = 6.4 mg/kg based on de-
creased motor activity.

Wolansky BMD;sp = 6.4 mg/kg based on de-
creased motor activity.

Chronic dietary (All populations)

Cancer (Oral, dermal, inhalation)

Because of the rapid reversibility of the most sensitive neurotoxicity endpoint used for quanti-
fying risks, there is no increase in hazard with increasing dosing duration. Therefore, the
acute dietary endpoint is protective of the endpoints from repeat dosing studies, including

chronic dietary exposures.

Fenpropathrin has been classified as “not likely to be carcinogenic to humans.” Cancer risk is
not of concern.

FQPA SF = Food Quality Protection Act Safety Factor. mg/kg/day = milligram/kilogram/day. PAD = population adjusted dose (a = acute, ¢ =
chronic). RfD = reference dose. UF = uncertainty factor. UFs = extrapolation from animal to human (interspecies). UFy = potential variation in
sensitivity among members of the human population (intraspecies). BMD = Benchmark Dose Analysis. BMD,sp = dose level where effect is 1SD
from control value. BMDL,sp - lower 95% confidence limit of the BMD value.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to fenpropathrin, EPA
considered exposure under the
petitioned-for tolerances as well as all
existing fenpropathrin tolerances in 40
CFR 180.466. EPA assessed dietary
exposures from fenpropathrin in food as
follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure. Such effects were identified
for fenpropathrin. In estimating acute
dietary exposure, EPA used food
consumption information from the U.S.
Department of Agriculture (USDA)
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII). As to residue levels
in food, EPA utilized percent crop
treated (PCT) estimates and tolerance
level residues, distributions of field trial
values, and distributions of Pesticide
Data Program (PDP) monitoring data.

Residue distributions were used for
the commodities that made the most
significant contributions to the risk
estimates. Distributions of USDA’s PDP
monitoring data from 2007 through 2010

were used for broccoli (translated to
Chinese mustard cabbage and
cauliflower), watermelon, squash,
oranges (translated to tangerines),
apples, apple juice, pears, blueberries
(translated to huckleberries), grapes,
grape juice, and strawberries.
Distributions of field trial data were
used for cherries, peaches, plums,
grapefruit, raspberries, blackberries,
apricots, cabbage, papaya, olives,
tomatoes, cucumbers, Brussels sprouts,
and guava. Tolerance-level residues
were assumed for all other commodities
having existing or proposed tolerances.
Dietary Exposure Evaluation Model
(DEEM) default processing factors were
used for those commodities for which
they were available. In some cases,
empirical processing factors were used.
ii. Chronic exposure. Based on the
data summarized in Unit IIL. A., there is
no bincrease in hazard from repeated
exposures to fenpropathrin; the acute
dietary exposure assessment is
protective for chronic dietary exposures
because acute exposure levels are higher
than chronic exposure levels.
Accordingly, a dietary exposure
assessment for the purpose of assessing
chronic dietary risk was not conducted.
iii. Cancer. Based on the data
summarized in Unit IIL.A., EPA has
concluded that fenpropathrin does not

pose a cancer risk to humans. Therefore,
a dietary exposure assessment for the
purpose of assessing cancer risk is
unnecessary.

iv. Anticipated residue and percent
crop treated (PCT) information. Section
408(b)(2)(E) of FFDCA authorizes EPA
to use available data and information on
the anticipated residue levels of
pesticide residues in food and the actual
levels of pesticide residues that have
been measured in food. If EPA relies on
such information, EPA must require
pursuant to FFDCA section 408(f)(1)
that data be provided 5 years after the
tolerance is established, modified, or
left in effect, demonstrating that the
levels in food are not above the levels
anticipated. For the present action, EPA
will issue such data call-ins as are
required by FFDCA section 408(b)(2)(E)
and authorized under FFDCA section
408(f)(1). Data will be required to be
submitted no later than 5 years from the
date of issuance of these tolerances.

Section 408(b)(2)(F) of FFDCA states
that the Agency may use data on the
actual percent of food treated for
assessing chronic dietary risk only if:

¢ Condition a: The data used are
reliable and provide a valid basis to
show what percentage of the food
derived from such crop is likely to
contain the pesticide residue.
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e Condition b: The exposure estimate
does not underestimate exposure for any
significant subpopulation group.

¢ Condition c: Data are available on
pesticide use and food consumption in
a particular area, the exposure estimate
does not understate exposure for the
population in such area. In addition, the
Agency must provide for periodic
evaluation of any estimates used. To
provide for the periodic evaluation of
the estimate of PCT as required by
FFDCA section 408(b)(2)(F), EPA may
require registrants to submit data on
PCT.

The Agency estimated the PCT for
existing uses as follows:

Apples, 15%; apricots, 2.5%;
blueberries, 2.5%; broccoli, 2.5%;
Brussels sprouts, 10%; cabbage, 2.5%;
cauliflower, 2.5%; cherries, 5%; cotton,
2.5%; cucumbers, 2.5%; grapefruit,
35%; grapes, 10%; nectarines, 2.5%;
oranges, 35%; peaches, 2.5%; pears,
10%; plums, 2.5%; prune plums, 2.5%;
squash, 2.5%; strawberries, 50%;
tangerines, 15%; tomatoes, 10%; and
watermelons, 2.5%.

In most cases, EPA uses available data
from U.S. Department of Agriculture/
National Agricultural Statistics Service
(USDA/NASS), proprietary market
surveys, and the National Pesticide Use
Database for the chemical/crop
combination for the most recent 6 to 7
years. EPA uses an average PCT for
chronic dietary risk analysis. The
average PCT figure for each existing use
is derived by combining available
public and private market survey data
for that use, averaging across all
observations, and rounding to the
nearest 5%, except for those situations
in which the average PCT is less than 1.
In those cases, 1% is used as the average
PCT and 2.5% is used as the maximum
PCT. EPA uses a maximum PCT for
acute dietary risk analysis. The
maximum PCT figure is the highest
observed maximum value reported
within the recent 6 years of available
public and private market survey data
for the existing use and rounded up to
the nearest multiple of 5%.

The Agency believes that the three
conditions discussed in Unit II1.C.1.iv.
have been met. With respect to
Condition a, PCT estimates are derived
from Federal and private market survey
data, which are reliable and have a valid
basis. The Agency is reasonably certain
that the percentage of the food treated
is not likely to be an underestimation.
As to Conditions b and c, regional
consumption information and
consumption information for significant
subpopulations is taken into account
through EPA’s computer-based model
for evaluating the exposure of

significant subpopulations including
several regional groups. Use of this
consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available reliable information on
the regional consumption of food to
which fenpropathrin may be applied in
a particular area.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for fenpropathrin in drinking water.
These simulation models take into
account data on the physical, chemical,
and fate/transport characteristics of
fenpropathrin. Further information
regarding EPA drinking water models
used in pesticide exposure assessment
can be found at http://www.epa.gov/
oppefed1/models/water/index.htm.

Based on the First Index Reservoir
Screening Tool (FIRST) and Screening
Concentration in Ground Water (SCI-
GROW) models, the estimated drinking
water concentrations (EDWCs) of
fenpropathrin for acute exposures are
estimated to be 10.3 parts per billion
(ppb) for surface water and 0.005 ppb
for ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
acute dietary risk assessment, the water
concentration value of 10.3 ppb was
used to assess the contribution to
drinking water.

3. From non-dietary exposure. The
term “‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).
Fenpropathrin is not registered for any
specific use patterns that would result
in residential exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
““available information’” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

The Agency is required to consider
the cumulative risks of chemicals

sharing a common mechanism of
toxicity. The Agency has determined
that the pyrethroids and pyrethrins,
including fenpropathrin, share a
common mechanism of toxicity. The
members of this group share the ability
to interact with voltage-gated sodium
channels, ultimately leading to
neurotoxicity. The cumulative risk
assessment for the pyrethroids/
pyrethrins was published in the
November 9, 2011 issue of the Federal
Register (76 FR 69726) (FRL 8888-9),
and is available at http://
www.regulations.gov in the public
docket, EPA-HQ—OPP-2011-0746.
Further information about the
determination that pyrethroids and
pyrethrins share a common mechanism
of toxicity may be found in document
ID: EPA-HQ- OPP-2008-0489-0006.

The Agency has conducted a
quantitative analysis of the proposed
tolerances for fenpropathrin and has
determined that it will not contribute
significantly or change the overall
findings presented in the pyrethroid
cumulative risk assessment. In the
cumulative assessment for pyrethroids,
residential exposures were the greatest
contributor to the total exposure. As
there are no residential uses for
fenpropathrin, the proposed new uses
will have no impact on the residential
component of the cumulative risk
estimates.

Dietary exposures make a minor
contribution to the total pyrethroid
exposure. The dietary exposure
assessment performed in support of the
pyrethroid cumulative assessment was
much more highly refined than that
performed for the single chemical,
fenpropathrin. In addition, for the
fenpropathrin risk assessment, the most
sensitive apical endpoint in the
fenpropathrin database was selected to
derive the POD. Additionally, the POD
selected for fenpropathrin is specific to
fenpropathrin, whereas the POD
selected for the cumulative assessment
was based on common mechanism of
action data that are appropriate for all
20 pyrethroids included in the
cumulative assessment. The proposed
food uses of fenpropathrin will not
contribute significantly or change the
overall findings in the pyrethroid
cumulative risk assessment, as the
dietary risks are a minor component of
total pyrethroid cumulative risk. For
information regarding EPA’s efforts to
evaluate the risk of exposure to
pyrethroids, refer to http://
www.epa.gov/oppsrrd1/reevaluation/
pyrethroids-pyrethrins.html.
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D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(C) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
Food Quality Protection Act, Safety
Factor (FQPA SF). In applying this
provision, EPA either retains the default
value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
The fenpropathrin toxicity database
includes developmental toxicity studies
in rats and rabbits and a 3-generation
reproduction study in rats, and a
developmental neurotoxicity (DNT)
study in rats. There was no evidence of
increased qualitative or quantitative
susceptibility noted in any of these
studies. This lack of susceptibility is
consistent with the results of the
guideline prenatal and postnatal testing
for other pyrethroid pesticides.

There are several in vitro and in vivo
studies that indicate pharmacodynamic
contributions to pyrethroid toxicity are
not age-dependent. A study of the
toxicity database for pyrethroid
chemicals also noted no residual
uncertainties regarding age-related
sensitivities for the young, based on the
absence of prenatal sensitivity observed
in 76 guideline studies for 24
pyrethroids and the scientific literature.
However, high-dose studies at LDsg
doses noted that younger animals were
more susceptible to the toxicity of
pyrethroids. These age-related
differences in toxicity are principally
due to age-dependent pharmacokinetics;
the activity of enzymes associated with
the metabolism of pyrethroids increases
with age. Nonetheless, the typical
environmental exposures to pyrethroids
are not expected to overwhelm the
clearance capacity in juveniles. In
support, at a dose of 4.0 milligrams/
kilogram (mg/kg) for deltamethrin (near
the Wolansky study LOAEL value of 3.0
mg/kg for deltamethrin), the change in
the acoustic startle response was similar
between adult and young rats.

3. Conclusion. EPA is reducing the
FQPA SF to 3X for infants and children
less than 6 years of age. For the general
population, including children greater
than 6 years of age, EPA is reducing the

FQPA SF to 1X. The decisions regarding
the FQPA SF being used are based on
the following considerations:

i. The toxicity database for
fenpropathrin is not complete. While
the database is considered to be
complete with respect to the guideline
toxicity studies for fenpropathrin, EPA
lacks additional data to address the
potential for juvenile sensitivity to all
pyrethroids. In light of the literature
studies indicating a possibility of
increased sensitivity to fenpropathrin in
juvenile rats at high doses, EPA has
requested proposals for study protocols
which could identify and quantify
fenpropathrin’s potential juvenile
sensitivity. The reasons discussed in
Unit II1.D.3.ii, and the uncertainty
regarding the protectiveness of the
intraspecies uncertainty factor raised by
the literature studies warrant
application of an additional 3X for risk
assessments for infants and children
less than 6 years of age.

ii. There is no evidence that
fenpropathrin results in increased
susceptibility in in utero rats or rabbits
in the prenatal developmental studies or
in young rats in a 3-generation rat
reproduction study. This is consistent
with the results of the guideline pre-
natal and postnatal testing for other
pyrethroid pesticides. There are,
however, high dose LDs, studies
(studies assessing what dose results in
lethality to 50 percent of the tested
population) in the scientific literature
indicating that pyrethroids can result in
increased quantitative sensitivity in the
young. Examination of pharmacokinetic
and pharmacodynamic data indicates
that the sensitivity observed at high
doses is related to pyrethroid age-
dependent pharmacokinetics, the
activity of enzymes associated with the
metabolism of pyrethroids. Predictive
pharmacokinetic models indicate that
the differential adult-juvenile
pharmacokinetics will result in
otherwise equivalent administered
doses for adults and juveniles producing
a 3X greater dose at the target organ in
juveniles compared to adults.

No evidence of increased quantitative
or qualitative susceptibility was seen in
the pyrethroid scientific literature
related to pharmacodynamics (the effect
of pyrethroids at the target tissue) both
with regard to interspecies differences
between rats and humans and to
differences between juveniles and
adults. Specifically, there are in vitro
pharmacodynamic data and in vivo data
indicating similar responses between
adult and juvenile rats at low doses and
data indicating that the rat is a
conservative model compared to the
human based on species-specific

pharmacodynamics of homologous
sodium channel isoforms in rats and
humans.

In light of the high dose literature
studies showing juvenile sensitivity to
pyrethroids and the absence of the
requested data on juvenile sensitivity to
pyrethroids, EPA is retaining a 3X
additional safety factor as estimated by
pharmacokinetic modeling. For several
reasons, EPA concludes there are
reliable data showing that a 3X factor is
protective of the safety of infants and
children. First, the high doses that
produced juvenile sensitivity in the
literature studies are well above normal
dietary exposure levels of pyrethroids to
juveniles and these lower levels of
exposure are not expected to overwhelm
the ability to metabolize pyrethroids as
occurred with the high doses used in
the literature studies. This is confirmed
by the lack of a finding of increased
sensitivity in prenatal and postnatal
guideline studies in any pyrethroid,
including fenpropathrin, despite the
relatively high doses used in those
studies. Second, the portions of both the
inter- and intraspecies uncertainty
factors that account for potential
pharmacodynamic differences
(generally considered to be
approximately 3X for each factor) are
likely to overstate the risk of inter- and
intraspecies pharmacodynamic
differences given the data showing
similarities in pharmacodynamics
between juveniles and adults and
between humans and rats. Finally, as
indicated, pharmacokinetic modeling
only predicts a 3X difference between
juveniles and adults.

iii. There are no residual uncertainties
identified in the exposure databases.
Although the acute dietary exposure
estimates are refined, as described in
Unit [II.C.1.i., the exposure estimates
will not underestimate risk for the
established and proposed uses of
fenpropathrin. The residue levels used
are based on distributions of residues
from field trial data, monitoring data
reflecting actual residues found in the
food supply, and tolerance-level
residues for several commodities; the
use of estimated PCT information; and,
when appropriate, processing factors
measured in processing studies or
default high-end factors representing the
maximum concentration of residue into
a processed commodity. EPA made
conservative (protective) assumptions in
the ground and surface water modeling
used to assess exposure to fenpropathrin
in drinking water. These assessments
will not underestimate the exposure and
risks posed by fenpropathrin.

Further information about the
reevaluation of the FQPA SF for
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pyrethroids may be found in document
ID: EPA-HQ-OPP-2011-0746-0011, at
regulations.gov.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic dietary pesticide exposures are
safe by comparing aggregate exposure
estimates to the acute PAD (aPAD) and
chronic PAD (cPAD). For linear cancer
risks, EPA calculates the lifetime
probability of acquiring cancer given the
estimated aggregate exposure. Short-
term, intermediate-term, and chronic-
term risks are evaluated by comparing
the estimated aggregate food, water, and
residential exposure to the appropriate
PODs to ensure that an adequate MOE
exists.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and water to
fenpropathrin will occupy 97% of the
aPAD for children 3 to 5 years old, the
population group receiving the greatest
exposure from the dietary assessment
for infants and children less than 6
years old; and 27% of the aPAD for
children 6 to 12 years old, the
population group receiving the greatest
exposure from the dietary assessment
for the general population other than
children less than 6 years old.

2. Chronic risk. Based on the data
summarized in Unit IIL.A., there is no
increase in hazard with increasing
dosing duration. Furthermore, chronic
dietary exposures will be lower than
acute exposures. Therefore, the acute
aggregate assessment is protective of
potential chronic aggregate exposures.

3. Short-term risk. Short-term
aggregate exposure takes into account
short-term residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level). A short-term adverse
effect was identified; however,
fenpropathrin is not registered for any
use patterns that would result in short-
term residential exposure. Short-term
risk is assessed based on short-term
residential exposure plus chronic
dietary exposure. Because there is no
short-term residential exposure and
acute dietary exposure has already been
assessed under the appropriately
protective aPAD (which is at least as
protective as the POD used to assess
short-term risk), no further assessment
of short-term risk is necessary, and EPA
relies on the acute dietary risk
assessment for evaluating short-term
risk for fenpropathrin.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term

residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).
Because no intermediate-term adverse
effect was identified, fenpropathrin is
not expected to pose an intermediate-
term risk.

5. Aggregate cancer risk for U.S.
population. Based on the lack of
evidence of carcinogenicity in two
adequate rodent carcinogenicity studies,
fenpropathrin is not expected to pose a
cancer risk to humans.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children
from aggregate exposure to
fenpropathrin residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

An adequate enforcement
methodology utilizing gas
chromatography with electron capture
detection (GC/ECD, Residue Method
Number RM—-22-4) is available to
enforce the tolerance expression.

The method may be requested from:
Chief, Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905;
email address:
residuemethods@epa.gov.

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint
United Nations Food and Agriculture
Organization/World Health
Organization food standards program,
and it is recognized as an international
food safety standards-setting
organization in trade agreements to
which the United States is a party. EPA
may establish a tolerance that is
different from a Codex MRL; however,
FFDCA section 408(b)(4) requires that
EPA explain the reasons for departing
from the Codex level.

The Codex has established MRLs for
fenpropathrin in or on tea, green and
black at 2.0 ppm. Using the
Organization for Economic Cooperation
and Development (OECD) MRL
calculation procedures, the
recommended U.S. tolerance for tea,

dried would be 3.0 ppm. However, for
the purposes of harmonization of the
U.S. tolerance with the established
Codex MRL, EPA is recommending the
tolerance of 2.0 ppm for tea, dried. The
Agency considers this tolerance level to
be adequate because the highest field
trial value noted for tea, dried was 1.38

ppm.
C. Revisions to Petitioned-for Tolerances

Based on the data supporting the
petitions, EPA revised the proposed
tolerances on acerola, feijoa, guava,
jaboticaba, passionfruit, startfruit and
wax jambu from 1.5 ppm to 3.0 ppm;
longan, lychee, pulasan, rambutan, and
Spanish lime from 3.0 ppm to 7.0 ppm;
and atemoya, birba, cherimoya, custard
apple, ilama, soursop, and sugar apple,
from 1.0 ppm to 1.5 ppm. The Agency
revised these tolerance levels based on
analysis of the residue field trial data
using the OECD tolerance calculation
procedures. EPA also revised the
proposed commodity definition for tea
to tea, dried in order to reflect the
Agency’s commodity nomenclature.

Finally, the Agency has revised the
tolerance expression to clarify (1) that,
as provided in FFDCA section 408(a)(3),
the tolerance covers metabolites and
degradates of fenpropathrin not
specifically mentioned; and (2) that
compliance with the specified tolerance
levels is to be determined by measuring
only the specific compounds mentioned
in the tolerance expression.

V. Conclusion

Therefore, tolerances are established
for residues of fenpropathrin, alpha-
cyano-3-phenoxy-benzyl 2,2,3,3-
tetramethylcyclopropanecarboxylate, in
or on acerola, feijoa, guava, jaboticaba,
passionfruit, starfruit and wax jambu at
3.0 ppm; longan, lychee, pulasan,
rambutan and Spanish lime, at 7.0 ppm;
atemoya, biriba, cherimoya, custard
apple, ilama, soursop and sugar apple,
at 1.5 ppm; and tea, dried at 2.0 ppm.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled “Regulatory
Planning and Review” (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
entitled “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
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FR 28355, May 22, 2001) or Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA) (44
U.S.C. 3501 et seq.), nor does it require
any special considerations under
Executive Order 12898, entitled
“Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations” (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under FFDCA section 408(d), such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.), do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of FFDCA section 408(n)(4). As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled “Consultation and Coordination
with Indian Tribal Governments” (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (2 U.S.C. 1501 et seq.).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA) (15 U.S.C. 272 note).

VII. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller

General of the United States prior to
publication of the rule in the Federal
Register. This action is not a “‘major
rule” as defined by 5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: November 15, 2012.
Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2.In § 180.466, paragraph (a), revise
the introductory text, alphabetically add
the following commodities and footnote
1 to the table to read as follows:

§180.466 Fenpropathrin; tolerances for
residues.

(a) General. Tolerances are
established for residues of
fenpropathrin, including its metabolites
and degradates, in or on the
commodities in the following table.
Compliance with the tolerance levels
specified below is to be determined by
measuring only fenpropathrin (alpha-
cyano-3-phenoxy-benzyl 2,2,3,3
tetramethylcyclopropanecarboxylate).

Commodity anritlﬁ Opner
Acerola ......coooeeviiee s 3.0
Atemoya ........ccceceeeiiiiiiene. 1.5
Biriba .....cooocieiie 15
Cherimoya .......ccccvvieenenene 1.5
Custard apple ......ccccoceeveeneen. 15
Feijoa .....coooniiiiiiiiiis 3.0
GUAVA e 3.0
llama ....oooiiiiieee 15
Jaboticaba .... 3.0
Longan .......cccceveeiiiiiiiiees 7.0
Lychee .....ccooooiviieiiiiiiiiieee 7.0

Commodity P?n'itlﬁ O%er
Passionfruit ........cccccceeeeieenne 3.0
Pulasan ........cccoceiiiiiiiiinne 7.0
Rambutan ........ccccccveiiieee 7.0
Soursop ......... 1.5
Spanish lime 7.0
Starfruit ... 3.0
Sugar apple .....ccoceeiiiniieenenn. 1.5
Tea, dried? ..o 2.0
Wax jambu .......cccoeeeeiiineennne 3.0

1There are no U.S. registrations as of No-
vember 28, 2012, for the use of fenpropathrin
on tea, dried.

* * * * *
[FR Doc. 2012-28721 Filed 11-27-12; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2012-0060; FRL—9365-1]
Dinotefuran; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of dinotefuran in
or on rice grain, egg, and poultry meat
byproducts. Mitsui Chemicals Agro Inc.,
¢/o Landis International, Inc., requested
these tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).

DATES: This regulation is effective
November 28, 2012. Objections and
requests for hearings must be received
on or before January 28, 2013, and must
be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit I.C. of the
SUPPLEMENTARY INFORMATION).
ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2012-0060, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), EPA West
Bldg., Rm. 3334, 1301 Constitution Ave.
NW., Washington, DC 20460—0001. The
Public Reading Room is open from 8:30
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a.m. to 4:30 p.m., Monday through
Friday, excluding legal holidays. The
telephone number for the Public
Reading Room is (202) 566—1744, and
the telephone number for the OPP
Docket is (703) 305—-5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT: Rita
Kumar, Registration Division (7505P),
Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001; telephone number:
(703) 308—8291; email address:
kumar.rita@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. The following
list of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
site at http://ecfr.gpoaccess.gov/cgi/t/
text/text-idx?&c=ecfr&tpl=/ecfrbrowse/
Title40/40tab_02.tpl.

C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2012-0060 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before January 28, 2013. Addresses for

mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBI)) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP—
2012-0060, by one of the following
methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the online
instructions for submitting comments.
Do not submit electronically any
information you consider to be
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute.

¢ Mail: OPP Docket, Environmental
Protection Agency Docket Center (EPA/
DQ), (28221T), 1200 Pennsylvania Ave.
NW., Washington, DC 20460—0001.

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at http://
www.epa.gov/dockets/contacts.htm.
Additional instructions on commenting
or visiting the docket, along with more
information about dockets generally, is
available at http://www.epa.gov/
dockets.

II. Summary of Petitioned-For
Tolerance

In the Federal Register of May 23,
2012, (77 FR 30481) (FRL-9347-8), EPA
issued a document pursuant to FFDCA
section 408(d)(3), 21 U.S.C. 346a(d)(3),
announcing the filing of a pesticide
petition (PP 1F7953) by Mitsui
Chemicals Agro, Inc., ¢/o Landis
International Ltd., P. O. Box 5126,
Valdosta, GA 31603. The petition
requested that 40 CFR 180.603 be
amended by establishing tolerances for
residues of the insecticide dinotefuran
(RS)-1-methyl-2-nitro-3-((tetrahydro-3-
furyl)methyl)guanidine and its major
metabolites DN, 1-methyl-3-(tetrahydro-
3-furylmethyl)guanidine and UF, 1-
methyl-3-(tetrahydro-3-furylmethyl)-
urea, in or on rice, grain at 10 parts per
million (ppm). That document
referenced a summary of the petition
prepared by Mitsui Chemicals Agro,
Inc., the registrant, which is available in
the docket, http://www.regulations.gov.
There were no comments received in
response to the notice of filing.

Based upon review of the data
supporting the petition, EPA has

modified the level for which the
tolerance is being established for rice,
grain. EPA has also established
tolerances for residues of dinotefuran in
eggs and poultry, meat byproducts. The
reason for these changes is explained in
Unit IV.C.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)@) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “‘safe” to mean that ““there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. * * *”

Consistent with FFDCA section
408(b)(2)(D), and the factors specified in
FFDCA section 408(b)(2)(D), EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for denotefuran
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with denotefuran follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

Dinotefuran has low acute toxicity by
oral, dermal, and inhalation exposure
routes. It is not a dermal sensitizer, but
causes a low level of skin irritation. The
main target of toxicity is the nervous
system but effects on the nervous
system were only observed at high
doses. Nervous system toxicity was
manifested as clinical signs and


http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://www.epa.gov/dockets/contacts.htm
http://www.epa.gov/dockets/contacts.htm
http://www.regulations.gov
http://www.regulations.gov
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decreased motor activity seen after acute
dosing (in both rats and rabbits) and
changes in motor activity which are
consistent with effects on the nicotinic
cholinergic nervous system seen after
repeated dosing. Typically, low to
moderate levels of neonicotinoids, such
as dinotefuran, activate the nicotinic
acetylcholine receptors causing
stimulation of the peripheral nervous
system (PNS). High levels of
neonicotinoids can over stimulate the
PNS, maintaining cation channels in the
open state which blocks the action
potential and leads to paralysis.

Dinotefuran was well tolerated at high
doses following dietary administration
for 90 days to mice, rats, and dogs. The
most sensitive effects were decreases in
body weight and/or body weight gain
but even these effects occurred at or
near the limit dose. Changes in spleen
and thymus weights were seen in mice,
rats and dogs following subchronic and
chronic dietary exposures. However,
these weight changes were not
corroborated with alterations in
hematology parameters,
histopathological lesions in these
organs, or toxicity to the hematopoietic
system. Furthermore, the toxicology
data base contains immunotoxicity
studies in mice and rats and a
developmental immunotoxicity study in
rats. In the immunotoxicity studies
there were no effect on T-cell dependent
antibody response when tested up to the
limit dose in male and female mice and
in male and female rats. There were no
changes in spleen and thymus weight
and there were no histopathological
lesions in these organs in those studies.
In the developmental immunotoxicity
study, there was no evidence of an effect
on the functionality of the immune
system in rats that were exposed to
dinotefuran at the limit dose during the
prenatal, postnatal, and post-weaning
periods. Consequently, the thymus
weight changes seen in dogs and the
spleen weight changes seen in mice and
rats were not considered to be
toxicologically relevant.

No systemic or neurotoxicity was seen
following repeated dermal applications
at the limit dose to rats for 28 days. No
systemic or portal of entry effects were
seen following repeated inhalation
exposure at the maximum obtainable
concentrations to rats for 28 days.

In the prenatal studies, no maternal or
developmental toxicity was seen at the
limit dose in rats. In rabbits, maternal
toxicity manifested as clinical signs of
neurotoxicity but no developmental
toxicity was seen. In the reproduction
study, parental, offspring, and
reproductive toxicity was seen at the
limit dose. Parental toxicity included
decreased body weight gain, transient
decrease in food consumption, and
decreased thyroid weights. Offspring
toxicity was characterized as decreased
forelimb grip strength or hindlimb grip
strength in the F; pups. There was no
adverse effect on reproductive
performance at any dose. In the
developmental neurotoxicity study, no
maternal or offspring toxicity was seen
at any dose including the limit dose.

There was no evidence of
carcinogenicity in male and female mice
and in male and female rats fed diets
containing dinotefuran at the limit dose
for 78 weeks to mice and 104 weeks to
rats. Dinotefuran was non-mutagenic in
both in vivo and in vitro assays. Specific
information on the studies received and
the nature of the adverse effects caused
by dinotefuran as well as the no-
observed-adverse-effect-level (NOAEL)
and the lowest-observed-adverse-effect-
level (LOAEL) from the toxicity studies
can be found at http://
www.regulations.gov in document
“Dinotefuran: Human Health Risk
Assessment for Proposed Section 3 Uses
on Rice and Food/Feed Handling
Establishments, and New Horse Spot-On
and Total Release Fogger Products,” at
pages 40—45 in docket ID number EPA—
HQ-OPP-2012-0060.

B. Toxicological Points of Departure/
Levels of Concern

Once a pesticide’s toxicological
profile is determined, EPA identifies

toxicological points of departure (POD)
and levels of concern to use in
evaluating the risk posed by human
exposure to the pesticide. For hazards
that have a threshold below which there
is no appreciable risk, the toxicological
POD is used as the basis for derivation
of reference values for risk assessment.
PODs are developed based on a careful
analysis of the doses in each
toxicological study to determine the
dose at which no adverse effects are
observed (the NOAEL) and the lowest
dose at which adverse effects of concern
are identified (the LOAEL). Uncertainty/
safety factors are used in conjunction
with the POD to calculate a safe
exposure level—generally referred to as
a population-adjusted dose (PAD) or a
reference dose (RfD)—and a safe margin
of exposure (MOE). For non-threshold
risks, the Agency assumes that any
amount of exposure will lead to some
degree of risk. Thus, the Agency
estimates risk in terms of the probability
of an occurrence of the adverse effect
expected in a lifetime. For more
information on the general principles
EPA uses in risk characterization and a
complete description of the risk
assessment process, see http://
www.epa.gov/pesticides/factsheets/
riskassess.htm.

A summary of the toxicological
endpoints for dinotefuran used for
human risk assessment is shown in
Table 1 of this unit. The dinotefuran
hazard profile was updated in the most
recent risk assessment completed on
July 20, 2012, and nothing has changed
since that update. For a more detailed
discussion of the endpoint selection,
refer to Appendix A.3 on pages 44—47
in the document titled “Dinotefuran:
Human Health Risk Assessment for
Proposed Section 3 Uses on Tuberous
and Corm Vegetables Subgroup 1C,
Onion Subgroup 3—-07A, Onion
Subgroup 3-07B, Small Fruit Subgroup
13-07F, Berry Subgroup 13—07H, Peach,
and Watercress, And a Tolerance on
Imported Tea” in docket ID number
EPA-HQ-OPP-2011-0433.

TABLE 1—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR DINOTEFURAN FOR USE IN HUMAN HEALTH RISK

ASSESSMENT

Exposure/scenario

Point of departure and
uncertainty/safety factors

RfD, PAD, LOC for risk
assessment

Study and toxicological effects

Acute dietary (General pop-

ulation including infants UFa = 10X ........
and children). UFy = 10X ........
FQPA SF = 1X

Chronic dietary (All popu-

lations). UFA = 10X ...

FQPA SF = 1X

NOAEL = 125 mg/kg/day ..

NOAEL= 99.7 mg/kg/day ..

UF]—[ = 10X ...........

aRfD = 1.25 mg/kg/day
aPAD = 1.25 mg/kg/day ...

cRfD = 1.0 mg/kg/day
cPAD = 1.0 mg/kg/day

Developmental Toxicity Study in Rabbits

LOAEL = 300 mg/kg/day based on clinical signs in
does (prone position, panting, tremor and erythema)
seen following the first dose on Gestation Day 6.

Chronic Toxicity/Carcinogenicity Study in Rats

LOAEL = 991 mg/kg/day based on decreased body
weight gain and nephrotoxicity.


http://www.epa.gov/pesticides/factsheets/riskassess.htm
http://www.epa.gov/pesticides/factsheets/riskassess.htm
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TABLE 1—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR DINOTEFURAN FOR USE IN HUMAN HEALTH RISK

ASSESSMENT—Continued

Exposure/scenario

Point of departure and
uncertainty/safety factors

RfD, PAD, LOC for risk
assessment

Study and toxicological effects

Incidental Oral Short-Term

(1-30 days). UFA = 10X ........
UF]—[ = 10X ........
FQPA SF = 1X

NOAEL= 99.7 mg/kg/day ..

LOC for MOE =100 ..........

Chronic Toxicity/Carcinogenicity Study in Rats
LOAEL = 991 mg/kg/day based on decreased body
weight gain and nephrotoxicity.

FQPA SF = Food Quality Protection Act Safety Factor. LOAEL = lowest-observed-adverse-effect-level. LOC = level of concern. mg/kg/day =
milligram/kilogram/day. MOE = margin of exposure. NOAEL = no-observed-adverse-effect-level. PAD = population adjusted dose (a = acute, ¢ =
chronic). RfD = reference dose. UF s = extrapolation from animal to human (interspecies). UFy = potential variation in sensitivity among members

of the human population (intraspecies).

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to dinotefuran, EPA
considered exposure under the
petitioned-for tolerances as well as all
existing dinotefuran tolerances in 40
CFR 180.603. EPA assessed dietary
exposures from dinotefuran in food as
follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure.

Such effects were identified for
dinotefuran. In estimating acute dietary
exposure, EPA used food consumption
information from the U.S. Department of
Agriculture (USDA) National Health and
Nutrition Examination Survey, What We
Eat in America, NHANES/WWEIA).
This dietary survey was conducted from
2003 to 2008. As to residue levels in
food, EPA assumed 100 percent crop
treated (PCT) and tolerance-level
residues for all current and proposed
crops.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
Continuing Survey of Food Intake
(CSFII). As to residue levels in food,
EPA assumed 100 percent crop treated
(PCT) and tolerance-level residues for
all current and proposed crops.

iii. Cancer. Based on the data
summarized in Unit III.A., EPA has
concluded that dinotefuran does not
pose a cancer risk to humans. Therefore,
a dietary exposure assessment for the
purpose of assessing cancer risk is
unnecessary.

iv. Anticipated residue and percent
crop treated (PCT) information. EPA did
not use anticipated residue and/or PCT
information in the dietary assessment
for dinotefuran. Tolerance level residues
and/or 100% CT were assumed for all
food commodities.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for dinotefuran in drinking water. These
simulation models take into account
data on the physical, chemical, and fate/
transport characteristics of dinotefuran.
Further information regarding EPA
drinking water models used in pesticide
exposure assessment can be found at
http://www.epa.gov/oppefed1/models/
water/index.htm.

Based on the Tier 1 Rice Model and
Screening Concentration in Ground
Water (SCI-GROW) models, the
estimated drinking water concentrations
(EDWCs) of dinotefuran for acute
exposures are estimated to be 269 parts
per billion (ppb) for surface water and
4.9 ppb for ground water and for
chronic exposures for non-cancer
assessments are estimated to be 253-257
ppb, depending upon retention time
from 10 to 30 days, for surface water
and 4.9 ppb for ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
acute dietary risk assessment, the water
concentration value of 269 ppb was
used to assess the contribution to
drinking water and for chronic dietary
risk assessment, the water concentration
of value 257 ppb was used to assess the
contribution to drinking water.

3. From non-dietary exposure. The
term “‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Dinotefuran is currently registered for
the following uses that could result in
residential exposures: Turf,
ornamentals, vegetable gardens, pet
spot-ons, indoor aerosol sprays, crack
and crevice sprays. EPA assessed
residential exposure using the following
assumptions: Each of these existing
residential use patterns were reassessed
in the latest human health risk
assessment using the updated 2012

Residential Standard Operating
Procedures and body weights. Refer to
the document titled ‘“‘Dinotefuran:
Human Health Risk Assessment for
Proposed Section 3 Uses on Tuberous
and Corm Vegetables Subgroup 1C,
Onion Subgroup 3—-07A, Onion
Subgroup 3-07B, Small Fruit Subgroup
13—-07F, Berry Subgroup 13—07H, Peach,
and Watercress, And a Tolerance on
Imported Tea” in docket ID number
EPA-HQ-OPP-2011-0433.

There are no non-dietary exposure
scenarios associated with use on rice.
Further information regarding EPA
standard assumptions and generic
inputs for residential exposures may be
found at http://www.epa.gov/pesticides/
trac/science/trac6a05.pdyf.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

EPA has not found dinotefuran to
share a common mechanism of toxicity
with any other substances, and
dinotefuran does not appear to produce
a toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has
assumed that dinotefuran does not have
a common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s Web site at
http://www.epa.gov/pesticides/
cumulative.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(C) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the


http://www.epa.gov/pesticides/trac/science/trac6a05.pdf
http://www.epa.gov/pesticides/trac/science/trac6a05.pdf
http://www.epa.gov/oppefed1/models/water/index.htm
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case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA Safety Factor (SF). In applying
this provision, EPA either retains the
default value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
In the pre-natal studies, no maternal or
developmental toxicity was seen at the
limit dose in rats. In rabbits, maternal
toxicity manifested as clinical signs of
neurotoxicity but no developmental
toxicity was seen. In the rat
reproduction study, parental, offspring,
and reproductive toxicity was seen at
the limit dose. Parental toxicity
included decreased body weight gain,
transient decrease in food consumption,
and decreased thyroid weights.
Offspring toxicity was characterized as
decreased forelimb grip strength or
hindlimb grip strength in the Fy pups.
There was no adverse effect on
reproductive performance at any dose.
In the developmental neurotoxicity
study, no maternal or offspring toxicity
was seen at any dose including the limit
dose.

3. Conclusion. EPA has determined
that reliable data show the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1X. That decision is
based on the following findings:

i. The toxicity database for
dinotefuran is complete.

ii. The neurotoxic potential of
dinotefuran has been adequately
considered. Dinotefuran is a
neonicotinoid and has a neurotoxic
mode of pesticidal action. Consistent
with the mode of action, changes in
motor activity were seen in repeat-dose
studies, including the subchronic
neurotoxicity study. Additionally,
decreased grip strength and brain
weight was observed in the offspring of
a multi-generation reproduction study
albeit at doses close to the limit dose.
For these reasons, a developmental
neurotoxicity (DNT) study was required.
The DNT study did not show evidence
of a unique sensitivity of the developing
nervous system; no effects on
neurobehavioral parameters were seen
in the offspring at any dose, including
the limit dose.

iii. There is no evidence that
dinotefuran results in increased
susceptibility in in utero rats or rabbits
in the prenatal developmental studies or

in young rats in the 2-generation
reproduction study.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100 percent
crop treated (PCT) and tolerance-level
residues. EPA made conservative
(protective) assumptions in the ground
and surface water modeling used to
assess exposure to dinotefuran in
drinking water. EPA used similarly
conservative assumptions to assess
postapplication exposure of children for
incidental oral exposures. These
assessments will not underestimate the
exposure and risks posed by
dinotefuran.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic dietary pesticide exposures are
safe by comparing aggregate exposure
estimates to the acute PAD (aPAD) and
chronic PAD (cPAD). For linear cancer
risks, EPA calculates the lifetime
probability of acquiring cancer given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the appropriate
PODs to ensure that an adequate MOE
exists.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and water to
dinotefuran will occupy 7.6 percent of
the aPAD for all infants < 1 year old, the
population group receiving the greatest
exposure.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to dinotefuran
from food and water will utilize 3.9
percent of the cPAD for children 1 to 2
years old, the population group
receiving the greatest exposure. Based
on the explanation in Unit III.C.3.,
regarding residential use patterns,
chronic residential exposure to residues
of dinotefuran is not expected.

3. Short-term risk. Short-term
aggregate exposure takes into account
short-term residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level).

Dinotefuran is currently registered for
uses that could result in short-term
residential exposure, and the Agency
has determined that it is appropriate to
aggregate chronic exposure through food
and water with short-term residential
exposures to dinotefuran.

Using the exposure assumptions
described in this unit for short-term
exposures, EPA has concluded the
combined short-term food, water, and
residential exposures result in aggregate
MOE:s of 790 for children for co-
occurring post-application exposure
resulting in the greatest exposure (i.e.,
from the potentially co-occurring use of
the total release fogger product and the
existing cat and dog spot-on uses.
Because EPA’s level of concern for
dinotefuran is a MOE of 100 or below,
these MOEs are not of concern.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).
Intermediate-term exposure is not
expected for the adult residential
exposure pathway. Therefore, the
intermediate-term aggregate risk would
be equivalent to the chronic dietary
exposure estimate. For children,
intermediate-term incidental oral
exposures could potentially occur from
indoor uses. However, while it is
possible for children to be exposed for
longer durations, the magnitude of
residues is expected to be lower due to
dissipation or other activities. Since
incidental oral short- and intermediate-
term toxicity endpoints and points of
departure are the same, the short-term
aggregate risk estimate, which includes
the highest residential exposure
estimate (from turf), is protective of any
intermediate-term exposures.

5. Aggregate cancer risk for U.S.
population. Based on the lack of
evidence of carcinogenicity in two
adequate rodent carcinogenicity studies,
dinotefuran is not expected to pose a
cancer risk to humans.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reaso